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AMERICAN HOME PRODUCTS CORPORATION'S
REPLY MEMORANDUM IN SUPPORT OF ITS MOTION
TO COMPEL COMPLAINT COUNSEL TG CONFINE THEIR
THEORIES TO THE ALLEGATIONS IN THE COMPLAINT

The Commission has held thal when it makes a “conscicus choice of . . . particular
complaini language,” complaint counsel are authorized to try the case only on the basis of _

that lanpuage. In e Beatrice Foods Lo 101 F.T.C. 733, 826 (1983} As the Conunission

has explained:

It its dual role as prosecutor and judge, the Commission has a
special obligation, diffcrent from that of ordinary courts of Law,
to maintain effective control aver the purpase, constnuction,
and adjudication of the complaints it issues. Rule 3.15{a)1)
was placed on the books to facilitate the Commission’s
exeroise of such control. To allow new thearies wo be added,
provided only thal the respondent has adequate notice and an
opporiuity to litigate the issues, would defeat the very purposc
of this important safepuard 1o our rules, and undermine the
Commission’s conlrol over its prosecutorial diseretion.

Id. at 827. Rule 3.15(a)(1) gives complaint counsel a straightforward way to allempt o try a

case other than one based on the particudar complaint’s language: file a mation to amend the



complaint, which is then certilied to the Commission. In their response to AHI"'s Motion to
Confinc, however, complaint counsel raise lwo new theorics 1ttt deviate from the
_ Comission's particular complaint language, and that clearly were not pled in the
Commission’s complaint. Yet they apparently have no intention of seeking 10 amend the
cotnplaint, Since complaint counsel have chosen not to file such a motion, this Court should
urder complaint eounsgl to try the casc that the Comunission authorized them o try.

AHP respoctfully requests that the Cowrt permit oral arpument on AHP’s Motion.
L COMPLAINT COQUNSEL'S NEW THEGRIES MATERIALLY DEVIATE

FROM THE PLAIN LANGUAGE OF THE COMPLAINT

AHI's Motion was precipitated by complaint counsel’s May 30 letlter, m which
complaint counsel purported (o sel forth a “theory of hann”.tha,tJ in complaint counsel’s own
words, “expanded on” the alleeations of the complaint.! Complaint counsel are now
recanting their own characterization of the letter, bur appear muddled as to cxactly what their
letter was inteadod 1o achicve. They now a.sse&, on the one hand, that they intendad merely
to “clanfy™ the allegations in the mmfplainl-;. ¢ On the other hand, they also asser that they

utended only o “jdentify[] additional facts” that they expect to prove.’ Neither is an

accurate charactenzaton of what complaint counse] are doing.
Complaint counsel in fact are trying 1o deviale substantially from the Commission’s
complaint by interjecling new theories inconsistent with those in the complaint. The basic

theory of the complaint, as described in detail 1n ATIP’s Motion, is that the anticompetitive

'Ses May 30, 2001 Letter from Complaint Counsel to Counsel for AHP (attachod as Exhibit | to AHPM's
tMation and Exhibit | to Complaint Counsel’s Besponse) at 1 {emphasis added).

* Complaint Counsel's Response to AHP's Motion to Compul Complaint Counsel to Confine their Thearies ta
the Allegalions in the Complaint {“Response'y al 5.



eftect of the AHP/Schening apreement was caused by a delay in AHP s entry into the market

frotn March 2002 antil Yanuary 2004 11 is this basic theory (hat complaint counsel are now

trying to repudiate.
Al ‘The New “Legal Uncertaintics” Theary is Inconsistent with the
Complaint

The new theory that complaint coungel raised in their May 30 letter, and which, with
the exception of onc remarkable footnole, is ihe only theory discusscd in their Responsc, is
premiised on so-called “legal uncertainties™ that complaint counsel claim existed in Japnary
1998, when AHD and Schering enfered inlo 2 wntalive agrecinent licensing AHP 10 begin
selling gencric K-Dur 20 in January 2004, Complaint counsel assert that because of those
“legal imcertainties,” in Tanuary 1998 there was “a si gnificant possihility that AP might he
abl¢ (o coter the owarket before March 2002”7 Response at 3. Those “uncertaintics,” they
say, affecied the lenpth of delay of AHP s entry into the market. 1d. at 6 Thus, they now
appcar to be saying that the A1IF/Schering agreement delayed AHPs entry into the market
from sometitne before March 2002 ur__gtil Ja_nﬁary 2004, 'They arpuc that sinee the complaint
necd not cven plead how long (he delay was, they do ot have to seek to amiznd the
complaint just becausc they arc now dentifying how long the delay was. Id. at & n.7.

What complainl counsel must and fail to do, however, is reconcile their new thoory
with the “particular complaint language™ that the Commission chose, It is one thing for
complaint counsel to whentity the “length of delay™ when no period of delay is specified in

the complaint. It is quite another to reject the period of detay the Commission chose to

Foatnote continued from previous page
*1d. at 6-7 {emphasis added).



specily (i, March 2002 10 January 20043, on the basis ol theoties nowhere articulaied in the
complaint.?

The Commission’s complaint flatly rejects both the premise of complaint counsel’s
ncw theory — that there were “legal uncerlaintics™ in January 1998 that made it unclear
whether AHP was hlocked from entering — and the conclusion — that there was “a significant
possibility that AHP might be able to citer the market before March 2062.” The complaint
states in no uncertain terms that “at all fimes relevant herein, FDA final approval of an
ANDA [or 1 genesic version of K-Dur 20 [ur anyons other than Upsher-Smith was blocked.™
Complaint 4 29.

Complaint counsel’s only attempl to reconcile their theory with the complaint is io try
to torture the language of the complaint to be consisicnt wilh their now theory, Buned in a
footnots on the last page of their Response, complaint counsel say that “at all relevant times,”
as used in Paragraph 29 of the complaing, does nol mean m January 1998, Responsc at 7 n.8.
This is a “sirained interpretation of the rcasonaiﬁl}r clear meaning and intent” of the phrase, as

the Commission said in Beatrice oods when it rejected complaint counsel's aiteropt Lo

interject a new theory that was incansistent wilh the complant. Bealnee Foods, 101 E.T.C.

at 827, Complainl counse| state elsewhere (hat “the crifical time to analyze the impert of the
[AHF/Schering] agreements is January 1998 Responsc al 5 0.5, It straing credulity o
argu¢ that the Commission, in asserting a cntical allspation applicable o ®all times rebevant
herein,” meant all times excepl the “eritical” time. [f complaint coutisel’s fancifol

interpretation of “at all times relevant™ were aceepted, what then should respondents mike of

1 The four cases complaint cite for the proposition that they need ot scek to amend die complaint, in which the
ALJs denied metions for more definite statenents, have nothing te do with the civcumstasces pressnt here,
Footnote continued on next page



the allegations that precede and follow Parageaph 29 — that “{a]t all imes refevan{ herein,

cnlry itito the relevant markets was restricled and unlikely ta diminish Schering’s market

sharc|,]” and that "|ajt all imes relevant herein, the existence of generic versions of branded

potassium chloride supplements other than ¥-Dur 20 has not constrained Schering's market
power in the potassium chloide supplement market™? Complaint 1 28, 30 (emphases
added). Are these allepations likewise applicable only to some unidentified period that dees
¢ cocompass the lime al which AHT and Schering entered into their tentative agrcement?
We suspect not. The meaning and intent of the phirase “at all {imes relevant herein™ can not
be construed, as compiaint counsel would have it, to mean something different, and
unspecificd, cach time it is used. Noris there any indication in the Compiaint that the
Commission intended such a fortured result,

B. The New “Tossibility of Litigating and Prevailing” Theory is
Inconsistent with the Camplaint

Nol content to advance one new theory inconsistent with and not pled in the
complaint, eomplaing counsel’s Rcsp:;;_nsc raises yef another new theory that coniradicts the
complaint’s allegatious that AHP was blocked from entering €he market unl March 2002,
In a footnote, complaint counsel make the astonishing assertion that “il was possible that
AHP could enter hefore March 2002 if it continued to litipate and prevail.” Response at 4
iLd. Although the assertion is leff unexplained and relepated to a footnole, it is plaim, based
o1 complaint counsel’s interrogatory responses, their Opposition to Upshoer-Smith’s Motion

to Disuuss, and the reports of their experls, that this theory is now going to be a tinchpin of

Footnote continued [rom previous page

ecause none of them involved a change 10 a time period the Cominission had specified in the complaint. See
Responsear 2 .1 aud 6 07,



complaint counsel’s trial of this case. Again, however, the theory is flatly inconsistent with
the case the Commission autherized them o iry.

Complaint ¢ounsel’s latest attempt to insist, contrary to the complaint, that AHP
could have enfered the market before March 2002, is based on the provisions of the Hatch-
Waxman statule that confer 180 days of market exclusivily to the first generic manulacturer
to file an Abbreviated New Drug Application (ANDA).® Pursuant te the statute, two events
can frigger the start of an ANDA first filer’s 180-day cxclusivity period: (1) the first filer’s
beginning to market its generic product or {2} a court decision that ihe pioneer company’s
patent is either invalid or not infringed. See 21 T1.5.C. § 355¢ X 3)(BX(Iv)(I) and (11).
According 1o the interpretation of the statuic appiiéablq:at the time of AHP’s setflement with
Schering, the only court that could trigger the first ﬁ_ie.r’s exclusivity period was the court in
which the patent holder sued the fiest filer {for patent infringement. See Appendix A

Complaint counsel’s opaque statement in footnote 4 of its Response — that AHP could
have entered before March 2002 il cunlinuedl'm iitigate and prevail - is based on an
interpretation of Hatch-Waxman undé;'“ whi;h the courl decision required to tngger ihe st

filer’s exclusivity petiod did not need 1o be from the court where (he first filer and the patent

holder were litigating. Under complaint counsel’s interpretation, “any count™ could trigger

? 'The applicable provizions of the Hatch-Waxman statute may he found at 21 U.S.C. § 355(WBXIV)
and read as fodlows:

(i 1€ the | ANDA] containg a cestification deseribed in [Paragraph V] and is for 4 dug for
which a previous application has been submitted under this subsaction {containing a
Paragraph IV cerifcation, the application shall be nade cilcctive not earlier than one
hundred and aighty davs after—

(17 the dare the Secrelary receives notice from the applicant under the previnns {ANIA] af
the fins! commercial markeling of the doeg onder the previoas JANDA], or

{11} the datc of a decision of & court in an activn described n clanse (i) holding the patent
which is the subject of (he cenlification t be fnovalid o wol inlrinped, whichever is earlier.



the fivst filer’s exclusivity period by deciding that a subsequent gencric manulacturer did not
wifringe the patent biocking the first filer (or by deciding that the same palent was invalid).
I other wards, a subsequent ANDA filer could win its infringement suit and thereby
“trgger” the beginnuing of the first filer’s exclusivity penod, itrespective of what was going
on in the first filer's infringement Iitfgation with the patent holder. Thus, complaint counscl
are now saying that AIIP could have kept on litigating the patent infringement case with
Schering, could have won that litigation, could thercby have miggered the start of Upsher-
Smith’s exclusivity period before September 2001, and therefore could have entered the
market belore March 2002,

For the reasons we ouiline in Appendix A, mm_!:lluiut counsel’s theory is lat ont
wrong, because it 1s based on an interpretation of [ateh-Waxman that was not established
{aw al the time of AHP s tenlative sellicment with Sclmring.ﬁ Mare fundamentally, however,
this latest elaborate theory is nowhere to be found in the Comumission’s complaint and again,
contradicts the Cummi:-;_sinn"s allegations that .ESLHP was blocked [rom eotering the market
until March 2002, The Commission &id _1_1(}1, allepe thal AFIP could have liugated and
prevailed, nor did it allege that AHP could thereby have trigpered the start of Upsher-Smith’s
cxctusivity period. The Commission most assuredly did not allege that AHP could thereby
have entered the market before March 2002, 1n fact it allcged the opposite. See, e.2.,

Complaint 4§ 249, 66.

& Indeed, while complainl connsel ingist thar Tanoary 1998 is “the eritical Lime to analyze the import of the

| ALIPSchering | agreement” (Pesponse al 5 n.5), the only awthorily they cite far the propesition thal as of
Jatwgary 1995 AHP could have fripgercd Tpsher's exclosivity by Titipating and prevailing is a eourt opiniot
issued in April 1993 Sec Response at4 nd.



11. COMPLAINT COUNSEL’S NEW THEQRIES MATERIALLY DEVIATE
FROM COMMISSIONER STATEMENTS AND GUIDANCE

Beyond being contrury (0 1he express language of the complaint, complaint counsel’s
notion that as of January 1998 AHP could have entered the market before March 2002 by
litipating, prevailing, and trigpering Upsher™s exclusivity period before Sceptember 2001
contradicts numercus statements that Commissioners have made about the correct
interpretation of Hatch-Wastiman, T there were any ambiguity in the language of the
camplaint — which we belfeve there is not — these anthoritative statements by three of the
voting Commissioners eliminate any am'biguity and confiitn the plain meaning of the
complaint: AHP was blocked from cutering until the end of Upsher's exclusivily period in
March 2002 and could not have triggered the start of that exclusivity period by litigating and
prevailing.

During the ¢ourse of 2000 and 2001, three Caommiasioners made public statements
indicating their helief that the correct interprelation of Halch-Waxman at the time of the
AHP/Schering settlement was that a second ANDA filer likc AHP could noi trgger the starl
of the first filer’s exclusivity period h;ly Iitigating and prevailing. The Commissioners
statements ghout Hatch-Waxman were made in the confext of publicly discussing two other
FTC actions challenging agrecments between pioneer and generic drug manufacturers, One
of the agreements, between Hoechst and Andrx, occurved on or around September 24, 1997,
The other, between Abbott and Geneva, ook place on or around Apeil 1, 1998, With respect
to the slate of the law concerning Hatch-Waxman exciusivity, both of thesc agreements
thercfore were contemporanenus to the AHT/Schering agreement.

I their statements interpreting the Hatch-Waonan statule in the context of these two

actions, the three Commissioners repeatedly and consisiently rejected the notion that, as of



the ttme of AHF’s settlement, a subsequent ANIIA filer could deprive the first filer ol its
exclusivity rights by riggering the first filer's 180-day period. Former Chairman Pitofsky,
tor cxample, stated just a few weeks before the complaint 1o this matter was issucd:

‘The agrecments [in bath Abbott-Creneva and |oechst-Andrx] thus acted as
corks 10 a bottle, precluding competition not only by the generic company that
was paid not to challenge the branded pharmaccutical, hut also by other
potential generic competitors because the 180 day period does not hegin
to run notil the generic come: to market.

- Robert Piolsky, Anfitrust and lntellectual Property: Unresolved Issues at the Heard of the

New Economy, Remarks before the Berkeley Center for [Law and Technology “Antitrust,

Technology and lndellectual Property” Conference, Berkeley, CA (March 2, 20015, at 1 30
{emphasis added); see alzo id. at 9 31 "By staying ouf [of the market, a first filing peneric
acts] to preclude others from entering the market, "),

Commissiorer Leary was equally clear aboul the prevailing interpretation of the
Hatch-Waxman duting the relevant time period. In November 2000, he stated:

Since Geneva’s |the first ANDA liler] agreement not to launch its preduct

tncant thai the 180-day exclusivity.period would not expire, the clfect of

this provision in the agreament-was to ensure that 0o other company’s generic

terazosin HCL product could oblain FDA approval and enter the market

during the term of the agreement.

Thomas B. Leary, Antitrast Issues in Settlement of Pharmaceutical Patent Disputes, Remarks

befare the Northwesiern University School of Law Sixth Annual Health Care Antitrust

Forum, Chicago, IL (Nov. 3, 2000), at 1 26 {emphasis added).’

7 In a foomote i Lis preparcd remarks, Commissioner Leary acknowfedged thal the FDA issued proposed
regulations that would allow for 2 subsequent filer o trigzer the first filec's sxclusiving perfod — but ot until
August 1939, well over a year alier AHP and Schering had executed their agreement. See Thomas B. Leary,
Anligust [ssues iy Setdement of Pharmaceutical Patent Disputes, Remarks befure the Northwestern University
School of Taw Sixth Anoual Health Care Antitrust Forum, Chicago, IL (Noev. 3, 2000, at 123 {“The FOA has
praposcd a new rule that would sllow subsequent ANDA filers to trigger the 180-day exclusivity pericd in
certain circunsiances. See FDA Proposed Rule Regarding 180-Day Generic Dnug Exclusivity for ABbreviated
Fooinote continued on next page




Commissioner Anthony articulated the same interpreration of the Hateh-Waxman
statute when she stated thal, “Geneva’s agreement( 10 neither use nor relinguish its 180-day

_ exclusivity rights also served to block any ether potential enfrants.” Sheila F. Anthany,

Types of Aereements Involving Intellectual Property, Remarks before the A A “Antitrust

and Intellectual Property: The Crossroads™ Program, San Francisco, CA (June 1, 2000), at
17 (emphasis added); sce also id. atY 22 (An agrecment not to transfor or relinguish
excluzivity “kept any other would-be entrants from ¢oming 1o market ").

The language of the complamnt is consistent with these views expressed by throe of
the voting Coratnissioners: the complaint indicates that AHI" was blocked from entering
until March 2002, and states nowhere that AHP could Imve emoved that block by lligaiing
and prevailing.

TL THENEW THEORIES CANNOT BE PUIRSTTED WiTHOUT
COMMISSION APFROVAL

Complaint counsel’'s argumem;_i_abn_ul why they need not seek Commission approval
to amend the complaint distort b{.}ﬂ'l what complaint counsel are doing in asserting these new
theories and the case law.

Firsl, complaint counsel arguc thal they need nol seek o amend the complaint by
inotion to the Commmission when all they are doing is to ¢larity the allegations. Response at
5, citing Century 21 Comnmnodore Plaza Inc., 84 " T.AC. 238, 239 (1977). It is troe that

Century 21 staed thal the ALT may poermit amendments that mmercly clarily allegations of the

Footnote continued from previous pape

New Drag Applications, 04 Fed. Reg. 42873 (1o be codilizd at 21 C.F.R. pe. 3141407 (proposed Aug. O,
19991.7].



complaint. In thar case, howewer, the Commission held thar comiplainl counsel™s atternpt to
add an allegation that respondents, charped with deceptive advertising, did not have a
reasenable bagis for their advernsing claims, must be certified o the Commisgion because it
was hot just an attempt to clarify the cornplaint. If that proposed allepation — which certainly
could be deemed impiicit in the nature of a deceptive adverfising case — wag not
clarification, then surely complaint counsel’s outright rejection of the Comumission’s
complaint language here can not copstitute a “clarification™ as to which this Court is
permitied to allow complaint counsel to proceed.

Sceond, complainl counss] argue that Standard Camera, 63 F.T.C. 1238 (1963),

which vacated the AT.)’s decision to permit an méndn_gent as being beyond the power of the
ALJ, is not applicable here bocausc in that case, the facts necessary 1o prove complaint
counzel’s new theory were ditterent from the tacts necessary 1o prove the complaint’s theory.

Respunse al 3-6. Whils we do oot believe complaint counsel acocwrately chamacterize the

basis of the Standard Camcia decision, even if we assume that they do, it is likewise true here
that the facts necessary to prove unmf;lainl’cmmﬁe[’s new Lheories are different rom the facts
neccssary o prove the complaint’s theory. Under the complaint’s (heory, no 1ssuc 1s raised
as to whether AHT* could have eniered the market prior to March 2002, and no evidence nead
be offercd on that point by complaint counsel or AHP - AHT would stipulate o the
complaint’s allegation that i was blocked from entering until March 2002, and indeed, has
already g0 admitted in its answer 1o the complaint. But complaint counsel’s now theories
ta13¢ hosts of issues that will require the partics to put on evidence and argue about whether
AHP could have — or orc-lilcely than not weuld have, as we belicve the right standard to be

-- eniered at any time betore March 2002,



Finally, compiaint counsel da not even attemipt to address the Comunission’s holding
in Beatnice Foods, 10] F.T.C. 733 (1983), excepl 1n an oblique footnote parenthetical
reference that does not address the substance of the case. See Responsc at 6 n6. As

described in AHFs Motion, Beatrice Foods held that complaint counsel could not, without

seeking Comunission authorization, pursue an unpled potential competition theory in addition
to the actual competition theory that had been pled. There is no material difference between

what complaint counsel did in Beatrice Foods and what they are allempling to do here.

Complaint counsel now are trying to prove a violation of Section 5 based only on
cphemeral “possibilities™ unmentioned in the Commssion’s complaint. With redpect to
coniplaint counsel’s (irst new theory — that legal uncertaintics about the successful defensc
rﬁuirement in January 1998 raised the “possibility™ that ATTP could have entered before
March 2002 -- we question whether the Commission would find reason to believe that a
vielation of Scetion 5 had been committed simply because under one possible interpretation
of the law, which the eourts rejected, AHP could have enlered the market before March 2002,

With respect to complaint counsel’s second new theory - thal AHP could have continued

Iitigating, could have prevailed, could have thereby wigpered Upsher’s exclusivity period,
and could have donc all this before September 2.{11}1 — we question whether the Commission
woutld accept such an altcnuated theory of harm, particularly because that chain of events
could not have occurred under then-prevailing interpretations of the law. Cerfainly nothing
in the complaint alleges this convoluted theory. Bud these questions are for the Commission
to resolve, not, respecttully, for tas Court, and certainly not for complaint counscl. It would
be a waste of this Count™s, the parties’, and the Commission’s resources to perinit complainit

counsel to try a case that the Commission has not awthonzed. To avoid that wastelul

73



expenditure of resources, complaint counsel need only file a motion seeking the
Commission's authorization to amend the complaind.
CONCLUSION

(iiven that compiaint counsel’s new theories require approva! by the Commission
before they may be pursusd, and given that complaint counsct apparently have no intention
of seeking Cormumission approval, the Court should order complaint counsel not to pursue —
whether by argunent or introduction of evidence — any theory that contradicts the allegation
of the complaint that AHP was and is blocked from entering the market with its peneric K-
Dur 2¢ ontil March 2002.

AIIP respectfully requests that the Court permii orul argument on AHP's Motion.

Respectfully submitted,

Ceten toffmmn

Michacl N. §6hn i
Cathy Hoffman

: Thawvid Chia
ARNOLD & POETER
555 Twelfth Street, N.W.
Washington, D.C. 200041206
(202) 942-5000

Cowunsel for American ilame Products

Corporation
Dated: August 24, 2001
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CERTIFICATE OF SERVICE

I herety certify that this 24th day of August, 2001, I ¢aused an original, one paper
copy and an clectronic copy of the following documents (o be filed with the Secretary of the
. Comunssion;

American Home Products Corparation’s Reply Memorandum In Sapport Of Lis
Motien To Compel Complaint Counscl Te Confine Their Theories To The
Allegations In The Complainit

Appendix A To American Home Producis Corporation’s Reply Memorandum In
Support Of s Motion To Compel Complaint Counsel To Confine Their
Theories To The Allegations In The Complaint

I hereby ceriily that s 24¢h day of August, 2001, [ also cansed an original and one
paper copy of the following document te be filed with the Secretary of the Cemnission:

Exhilits To Appendix A Of American Home Products Corperation’s Reply
Memurandum In Support OF Its Motion Ta Cempel Complaint Counsel To
Confine Their Theories To The Allcgations In The Complaint

In addition, | certify that this 24th day of August, 2001, I caused two paper copics of
all the above documents to be served by hand upon:

Honomble I, Michael Chappell
Administrative Law Judge
Uederal Frade Comnilssion

600 Pennsylvania Avenue, NW
Room 104

Washington, 1).C. 205380

and onc paper copy of the above documents to be served via hand delivery upon each person
iisted below: :

Laura 8. Shores, Esg.

Howrey Simon Amaold & White
1299 Pennsylvania Avenue, NW
Washingion, D.C. 20004-24072

Chrisiopher Curran, sq.
While & Case LLP

601 13™ Streer, N.W.
Wastungton, D.C. 20005

Karen G, Dokat, 13sq.

Federal Trade Commission

601 Ponnsylvarua Avenue, N W.
Eoom 3115

Washinglon, D.C. 20580




UNITED STATES OF AMERICA
FIDERAL TRADE COMMISSION
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Schering-Plough Corporation,
a corporation, Docket No. 9207

Upsher-5Smith Laboratories, Inc.
a corporation,
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Amencan Home Products Corporation,
A corporation.
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APPENDIX ATO
AMERICAN HOME PRODUCTS CORPORATION'S
REPLY MEMORANDUM IN SUPPORT OF ITS
MOTION TO COMPEL COMPLAINT COUNSEL TO CONFINE THEIR
THEQRIES TO THE ALLEGATIONS IN THE COMPLAINT

Complaint counsegl state in their Response that “even if Upsher-Smith did not lose
exclusivily by settling, it was “possible’ that AHP could enter before March 2002 if it
mntinued- to litigate and prevailed. Such a decision would irgger Upsher-Smith’s
exelusivity.” Response at 4 4. Complaint cuﬁns::!'s theory is basid on an inlerpretation
of 1he provisim of the Hatch-Waxman statutc that cstablishes the circumstances under
which an ANDA first filer’s 130-day exclusivity peniod will begin. The statute provides
only two potential “tripwers™ [or the [80-day period: (1) the first filer’s begining lo
market its generic product or (2} a court decision that the pimm&r company’s patent is
cither invalid or not infringed. Sec 21 11.5.C. § 3554)(5)(B)(iv)l) and (U). Acecording fo
ihe wnterpretation of the statule prevailing at the Gine of AHP s seillement, the only court

with the power to lagger the first filer’s exclusivity period was the court hearing the



infringement aclion hetween the [rst filer and the patent holder. The FDA™s 1994
regulaions limited the “courd decision™ tnigger w “the court” heanng the hiligation
between the first [iler and (he patent holder. See 21 CF.R. § 314 {07} 1)ii).

According o complainl counscl’s interpretation of the statute, however, “the
cowrl” tnggening the first filer’s exclusivity period can be “any court”™ deciding an
infringement iiligaﬁﬂﬂ between the patent holder and an ANDA filer whose gencric
product references the same brand name drug as the first filer’s penenic producl. In other
words, any subsequent ANDA filer can trigger the first filer’s exclosivity penod by
ohtaining a eourt ruling that the subsequent filer’s generic product does not infiinge the
patent at issue {or that the patent is invalid). The only antherity thatl cemmplain! counscl
citz for this interpretation is an April 1998 court decision issued months after the lentative
agreement reached between AHP and Schering in January 1998, which complaint counsel
say is “the catical time to analyze the import of the agreement.” See Response at 4 n.d
and 3 n.5. Complaint counsel do not and can not point to any authority for the
proposition that this interpretation was prevailing law as of Jagmary 1998

HISTORY OF “ANY COURT® TRIGGER FOR
HATCH-WAXMAN 18-DAY EXCLUSEVITY

Mova District Court Decision

The pertinent authority begins in January 1997, with Mova Pharmageutical Corp.

v. Shalala, 955 F_ Supp. 128, 130 (.D.C. 1997), aft"d, 140 F3d 1060 (1598}, where the
districl court adopted the first filer’s contention that the “court decision™ frigger could be
satisfied onky by a court victory in favor of the first fifer:

It 15 accordingly imlawlul for FDA o approve Mylan's [the sceond

filer’s] ANDA wnfil 180 days after (1) Mova [the first filer| begins
commercially marketing its dmg (swhich has not happened vet), or (i) the



court it Puerto Rico [hearing the first filer’s case] holds the Upjohn patent
invalid or not infringed (which also has not huppened}, whichever is
garlier.

Mova, 955 F. Supp. at 130." Indeed, the district court in Mova enjoined the FDA from
approving any other genaric manufacturers until either 180 days after the first filer began
marketing or unti] 180 days after "the daie of a decision in the 1.8, District Court for the
Dhstrict of Puerto Rico holding that 1.8, Palent No. 4,916,163 invalid or not infringed by
[the first filer's] ANDA ... Id a1 132,

DA Expenments with “Any Court” Interpretation

Throughout ESI*s patent infringement laswsuit against Schering, the FDA never
153ucd a Policy, Guidance, or Federal Register Notice that contradicted the Mova couri’s
infunetion aganst the “any conrt”™ interpretation. En one isolated incident after Mowva,
however, the FDA did attempt to employ that interpretation. On Tune 17, 1997, the TIDXA
sent approval letters io (he manufacturers of generic ranitidine hydrochloride. In those
letters, which were never published in any FDA Guidance, Policy, or Federal Register
notice, the DA inlormed the generic manufacturers that the first ANDA filer’s
exclusivily peniod for ranitidine would be meagored in reference Lo a subscquent ANDA
liler’s court victory, Sec F-D-C Reports: “The Fink Sheet” at 3 (June 23, 1997),
reprinted at 1997 WL 16952884,

Gramutec Distnct Court Decision

The first ANDA filer for gencric ranitidine then sought an injunction prohbiling

FDA from applying thus inicrpretation. Al oral argument, the district cowt criticized the



FDA for the manner in which it had allowed a subscquent ANDA filer to trigger the first
filer's exchisivity period? In a short, unpublished decision, the court granted the
preliminary injunction against the FDA on the grounds that the FT3A was required to

follow its own repulations.” See Granutec, Ine. v. Shalala, 1997 WL 14038 (E.D.N.C.

July 3, 1997). Thus, both the Mova and CGranutee district courts appeared to bein
agreement that it was contraiy to the statute to allow a subsequent filer to trigger the first

filer's cxclusivily period.

[Fooinote contioved from previous pape)

! In Inwood Laboratosies, Lo, v. Yueung, 723 F, Sopp. 1523, 1327 (. D0C. 198Y), vacated as moot, 43 F.3d
2 3.C, Cir. 1989), the FDA had also advocated a posities that was incunsistent with the “any court”
fnturpretation of Tlaech-Wanman exchasivity.

* See Transcript of Hearing Bafore (lon, Jerrence W. Boyle, Granulee, Inc. v. Shalala Mo. 97-CV-455-BR
(June 24, 1997), at 27, 58, & 62 (attached as Exhibit A). Tn 2ddition to refetring ta the FDA’s posilion as
“ridiculous” and “tdily illogical,” see Fxhibit A af 27 & 62, the following eolloguy toak place hetiwesn
the comel and vounsel for the first filer:

Thie Court; So ket me get this straight The 180 days veally isa't 180 davs. T4 ean't slarl
betore July 25th, is thai what evervbody agrees?

Counged; Mo, The FIMA says it starts on March 3rd jehe date of a subseguent filer's court
Yiclory ).

The Court: Th-iwh

Consel: soif we 2o to market on July 251h, we only pat part of that 1X0 days,

Thi Court: But yet they say it wasn't antil June i Tth that they told you bad this 130-day
right that sturted in Warch.

Counsel: There is something sirange about that.

The Cowrt: This 13 idiocy.

Crunsel: Your Honwr, one of the things ---

The Ciour: How could you have 130 days without knowing it and have it ren against you?

Caonnsel: Well, we tend to agree with Your Honor about that, And oue of the things that

we would like w be able to brief for the Court is the question of how to calculate
properly that 180-day stay. We Lave, we belicve, a potential disagreement with
the FDA alwnot that,

Exhibit A at 37-38,



FDA Retreats from its *Any Court” Experument

The FUA's statements and conduct subsequent to June 17, 1997 suppested that
the FDA was not likely to employ this intcrpretation of the stanute again, First, afier the
Gragnuiee district court opinion, the FDA welracied its June 17, 1997 interpretation of the

statule en toto. Sec 62 Fed. Rep. 63,268, 63,269 (Nov. 1997). Sccond, in December

1997 and January 1998, the FDA fifed its briefs in the Mova appeal in the D.C. Cireuit, in
which it acknowledged that the *“any court” interpretation was not part of the FDA's
regulatory scheme. The FDA arpued that withowt the successful defense requirement,
subsequent generics would not be allowed to enter the markel al any Hme prior to patent
expiration in the evan. that the first filer lost its infringement case against the pioneer.
The FDA’s argument was irreconcilable with the “any court” interpretation of the Hatch-
Wazxman statute. In ils opening brief filed with the court on December 12, 1997, the
FDA clearly stated that in the event the first filer lost the infringement suil {iled agaimst it
by the pioncer, the first filer could not market until after the patent had expired, and ng

subscquent Mier could market its product ahcad of the first filer, even if the subsequent

filer won the jnfringement suit against it:

[W]her the applicant loses the patent litigation, there can be ne
trigger for exelusivity under 21 U.S.C. 335(00{D{BXiv)(Il) because there
is 1o court decision declaring the patent invalid or not infringed. The sole
irigger for exclusivity, therefure, is the date of first commercial marketing
under 21 US.C. 353()(4HBHivN(I), and the eurliest date for commercial
marketing in the scenario where fizst paragraph [V filer lescs the patenl
infnagement suit is the cxpiration of the palent. . . . Lven if they

['oomote continued from previows page|

* The effect of the court’s rolitig wa Lo reguire the FDA to enfores its “success{ul defense” requirement,
This resnlt was directly contrary to the Move's cort njunction which prohibited the FDA from enforcing
the succesil defense requirernent.

Lal



isubseguent filers] were to succeed in their patent wnfringement suits {for
example, because they Litigaded better or had a dilterent product that did
not infringe the patent), they could not market their product aliead of the
first filer.

Brief for the T'ederal Government (Dee. 12, 1997) at 19-20, Mova Pharmaceutical

Corp. v. Shalala, 140 ¥.3d 1060 (D.C, Cir, 1998) (emphasis added} (attached as Exhibit

3.
In its reply brief, filed January 22, 1998 (hefore BESI 3 tontative settlement), the
FDA continued to press ifs argument that was irreconcilable with the “any court™
mitcrpretation:
[1]f the first paragraph IV filer is always entitled to 180 days of marked
exclusivity, even when it loses ifs patent infrinpemoent sutt, that loss means
that no gunenc version ol the pluncer drug can be marketed heliore (he
expiration of the patent at issue (pluz 180 days for subscquent paragraph
1¥ filers). ... Thisis so, signilicanlly enough, even if the subsequent
paragraph filers win intheir patent infrinpement litigation. (Subsequent
filers muight win hecanse of better liligation or because they were able Lo

design around the ariginal patent. See Opemng Br. at 20.) Thiz is an
absurd result emd cannot be what Congress intended.

Reply Brief for the Hederal Government at 6 {cimphasis in original) {attached as Cxhibit
(Y, se¢ also id. at 2 (“'when the first paragraph I'V filor loscs s patent infringement suit —
[it] —means that no gencric drug can be markeied before ihe expiration of the patent at
issue™).

As an amicus in the Mova appeal, Teva Pharmaccuticals was permitted to submit
a brief on the solc issuc of the validily ¢l the “any courl™ interpretalion. As a subsequent
filer in an unrelated maticr, Teva argued strenuousty in faver of the “any court”
inlerproiation and atiempted to persnade the [D.C. Circuit to reverse that portion of the
dhstrict comt’s opinion and order that had held that a subsequent Fler could not ttipger

the first filer’s cxclusivity. See Brief for Teva Pharmacenticals [SA (Jan. 5, 1998) at 1-



4, Mova Pharmaceutical Corp. v. Shalala, 140 F 3d (060 {D.CC, Cir. 1998} {attached as

Exhibit 1),

The FDA relused to support Teva's argument in favor of the “any court”
mitcrpretation. Instead, in a passage that appears to disavow its utilization of the “any
courl” fnierpretation six months earlier, in the june 17, 1997 ranitidine decision, the FDA
stated:

Teva argues that the statite should be interpreted to permit the subsequent

filer, if not sued [or palent infringement by the NI A holder, to begin

marketing 180 days after its succeeds in a declaratory judpment action
declaring the patent invalid or not infringed no matter the status of the first
filer's patent infringement suit. (1l'eva says the same shoutd apply even

when the subscquent filer is sued for patent infringement and wins before

the first filer’s suit is conchided. ) FILA has not previonsly addressed

this imterpretation and [s1¢] 15 not direclly presented by the facts of the

mstant case. Thersfore, the Court need not address the validity ved zos ol
this interpretation at this Gme _ . .

Reply Brnef for the |'ederal Government (Exhibit C) at 12 {(emphasis added) {cilations
omitled),

The IFDA's statcmenis o the DVC, Cirowtl in Mova are consistent with its decision
Lo reftain from adopting its 1solaled June 17, 1997 experiment with complamnl counsel”s
interpretation as ils oilicial policy or position with respect the [latch-Waxman statute, It
15 also consisient with the FDA’s decision not to publish its isolated June 17, 1997

decision in the Federal Register or in any Guidance o the indusiry.

* Tewws bricFhepan: “Feva Pharmacenticals, USA (' Teva’) regpectfully submits this Bried, amieus euriae,
zeeking reversal of one aspect of the district conrt™s preiminary injunction, in which it ordered that the
Food and Dug Admimisiration (FDA) suspend its approval of Mylan™s Abbreviated New Drugs Application
("ANIIA™} for the generic drug micronized glybinride, specifically, the con eroneonsly ordered dhat the
statatory bar 1o FDDA approval of Mylan’s ANDA conlkd only be terminated 180 days after a decision of
non-indringement is a patent infringement case pending in the United States District Court for the District
o Pucrle Rico berween the patent holder Pharmacia & Upioho Cooipany (*Opiobn”} and respondent Mova
Pharmacentical Corp. {Mova'y™ ExhibitD ar 1-2,



D Circuit and District Court Confirm Invalidity of “Any Court”

Despite Teva's request, the D.C. Circant did not endorse the *any court”
imerprelation of the statute. While Lhe court found portions of Teva’s arpuments to be
“elegant” and persuasive, il also concluded that the interpretation was flawed. See Mova

Pharmaceutical Cerp, v. Shalala, 140 F3d 106{, 1073 (IDC. Cir, 1998). While this

portion of the Maova discussion is net erystal clear, a few months later the D.C. Circuit
made clear that tts Maova decision constituted a rejection of the complaini counsel™s

interpretation. 1n Purepac Pharmaceutics] Co. v, Friedman, 162 F.3d 1201, 1204 (D.C.

Cir. 1998}, the D.C. Circnit stated: “It [the exclusivity provision of the statute] provides,
a8 we sald i Mova. that the 180-day exclusivity peried for the first applicant begins
running upot the occurrence of one of two events, whichever is earlier—commercial
marketing by ihe Grst applicant, or a court decision in favor of the applicant™ Id,
{emphasis added).

Andrx Pharmaceuticals, ine. v. friedman, slip op., Civ. No. 98-0099 (D.[>.C.

March 30, 1998) (attached as Exhibit 1), is to the same cllecl. Tn January of 1998, an
ANDA ﬁrst fifer sought to enjoin the FDA from approving subsequent generic
manafacturers prier 1o the cxpiration of the first {iler’s exclusivity period. In what one
FDA official described as “the mother of all suits that will decide wheiher or nol we will
have authority to approve subsequent applications,” gee F-D-C Reports; “The Pink Sheet”
(Iebruary 9, 1998), reprinted at 1998 WL 8440632, the district court’s opinion in Andrx
rejeeted the FDA’S successtul defense requirement and the “any courl™ interprelation:
The statute provides two alternative triggenng dates for the running of the
180-day period: (1} ihe initial markefing of the prior ANDA applican(’s

gcncric drug, or (7} a court finding that the patent is not valid or not
infringed. The latter alternative clearly requires the filing of & patent suit

-8



against the initial generic manufaciurer. The former does not. TDA’s
argument that the statue [sic] does not speak to whether the 180 days
showld run af the first ANDA applicant is never sued, is sued and settles, or
18 sucd and loses, is not persuasive. The statne Isie] is clear, in those
circumstances, the [80-day period begins to run from the initial
marketing of the drog,

Andrx {Exhibit E} at 4 (emphasis added).

* * L

In summary, the only evidence complaint counsel can point to for the proposition
that the “any court™ interpretation was favored by the FDA as of January 1998 would be
the single application of this doctrine in Junc 1997 in the context of the largest-selling
drug 1n the history of the country to that date, That this was a result-oriented position
(rather than one driven by the agency’s reading of the law) is supported by the FDAs
subscguent actions, including its decision not to publish this position for the guidance of
the industry, its failure to adopt it as an official policy, and its statements 1o the I.C.
Circuit in the Mova appeal. All suggested strongly that the FIDA diﬁ not intend to again
pursuc the “any court™ interpratation.

The courts, furthcrmore, had signaled ihat the “any court™ interpretation would
{ace problems. Complaint counsel can point oaly Lo the Fourth Circuit's Granutec
decision in supporl of the validity of the “any court” interpreiation. Sce Granulec, Ine, v.
Shalala, 1998 WL 153410 {4th Cir. 1998), cited in Response al 4 n.d. We note that this
opinien was issued two months gffer the January tentative ATTP/Schering agreement that
complaint connsel mamlam to be the pertinent date, and that three other courls came (o
the opposite conclusion (1.2, that the “any court” interpreiation was not valid) at aboul
the same time. In this column were the Meva courts {both district and appellate), the

Andrx court, and the Purepac courl



In fact, by the end of 1998, luwvers specializing in Haleh-Waxman patent
challenpes were of the vigw that the FDA either could not or would not adopt the "any
court” inlerpretation of the statute. In an article appearing in the Now York Law Journal
in February 1999, a noled htigator sumimarnized the prevailing view it these lenms:

Furthcrmore, in accordance with Mova, the Purepag cowst reitcrated that
the exclusivity peried will not begin to run until the first filer who s
citithed to it cither commercially marksts the drug or successtully
conchudes the patent litigation. . . .

... The current stale of alfairs with regard to the FDA's imbility lo
approve the application of successive ANDA filers has raised concems
aboul potential collusion between the first ANDA filer and the Innovator.
If the: first ANDA filer never begins marketing its produoct and enters into
a selllememt wilh the Tnoovator so that it does nol successiully conclude its
lawsuit, successive ANIIA's cannot be approved, and a generic version of
the preducl cannct be brought to market until alter the peient expires.

Charles Guttman & Jellivey J. Maccl, Litgaime Drup Approvals: Patent Owners, Generic

Manufacturers Go l'o Court, N.Y. Law Joumal, Febryary 22, 1999, at 51] (attached as

Exhihit 1),

In support of its conlention that the “any court”™ intorpretation was in place by
January or hune of 1998, complaint counsel cannot poeint to a single LA pronouncement.
It was anly in 1999, more than a year afier the EST setitement, that the FDDA began to
announce apolicy in favor of the “any court” interpretation. In its Proposed New
Regulations of August 1999, issucd lourteen months afier ESI’s final sctilement, the
F3A proposed 1o interpret Hatch-Waxyman in a manner that would atlow a subsequent
filer to “tngger”™ the 180 day exclusivity period of a first filer. See FDA Proposed Rulc
Regarding 180-Day Generic Dz Exclusivily for Abbreviated New Drug Applications,

64 Fed. Reg. 42875 {to be codifted a1 21 C.F.R. pl. 314.107) (proposed Aug. 6, 1999).

-10-



These proposed repudations have not been adopted, however, and the FDA recently

announesd that it has no plans to 1ssuc final rcgulatj@ns.s

? See “Inside Washingion's FI0A Week," May 23, 2001, at 5 {atached as Txhibic &),
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{The hearing in 5:97:CV¥-4E5-BR having been
called, the following proceedings were held:)

THE COURET: Hello.

RESPONSE: Good aftermoon, Your Hooor.

THE CQURT: Mr. Green, you're back representing
the Plaintiff in this case.

MR. GREEN: Yes., I have to say the view is a
litcle different from this side of the courtroom.

THE CODRT: You could be in the jury box tLhe next
time.

MR, GREEN: FPerhaps.

THE COURT: &nd Mr. Wallace is here with you.

MR, WALLACE: Yes, Your Honor; good afCernoon.

THE COQURT: Who represents the Government?

MR, CUTINI: Drake Cukini from the Justice
Department, and I'm with Catherine Cook from the Food =
Drug Administration.

M5. COOEK: Good zfiermoon.

THE COURT: Goeod afterncgon. And, Mr., Spearman,
you're trying to get into the case; is that righk?

MR, SPEAEMAN: That's right, Your Honor.

TEE COURT: You and Ms. Arrowcod.

MS. ARROWCGOD: Yes, Your Honor.

THE COURT: Is everybody going to let them in?

MR. GREEN: We have no objection, Your Honor.

. & & COCIATES
k.QO. BOX 385
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ME. COTINI: ¥e don't obhject either.

THE COORT: Are you the only ones that want to
gef in?

ME. SPERRMAN: I believe there are some others,
Your Honor,

THE COURT:; Is that right? Let me take then one
at a time. You're representing Genpharm; right?

MR, SPEREMAN: We represent Genpharm, Your Honor.
Cur firm does and Mr. Haug is EFrom the Curcis Morris
Safford firm and also we have with us Mr. George Borden ol
Williams & Connully; 1isted, I Lhink, 13 Mr., Sokelov., We
all represent Genpharm.

THE COURT: And so vou're golng to intervene as a
Defendant in this case? |

ME. SPEARMAN: That's correct; Your Honor.

THE COURT: Ckay. And the Government and
Gramutec agree to thakb; 50 we can let them in.

ME._. GREEN: That's correct, Your Honor,

MR. COTINI: Yesg, Your Honor.

THE COURT: All right. I'll enter an appropriate
order letting you in.

ME. SPEARMAN: Thank you, Your Honor.

THE COURT: And whe else is trying to get in?

ME. LEE: Your Honor, Steve Lee for Gensva

Pharmacsubkicals.

RAHAM SOCTATES
P.O. BOX 385
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THE COURT: What's fthe name of your company?

ME. LEE: Geneva Pharmaceuticals.

THE COORT: Genava.

ME. LEE: We move o intarvene as a Plaintiff.
We're vepresented here by Hoel Allen of Allen and Pinnix,

THE COURT: Hello, Mr. Allen.

M2 ALLEN: OGCood afternoon.

BE. LEE: iAnd we've also filed & Motion for A

Preliminary Injunction as an Intervenor.

THE COURT: PDoes anybody object Co tham gecting
in?

ME. SEEEN: HNo, Your Honor,

MR. COTINI: No, we don't.

THE COURT: How about you, Mr, Spearman?

ME. SPEARMAN: We have no cbhiection to Geneva'™s
intcervention, Your Honor.

THE COURT: S0 vou're going to come in as a
Plainciff?

ME. LEE: That's correct, ¥our Honor.

THE COORT: A1l right. They will e allowed CD
intervene,

and who elge in coming in?

MR. STOART: Your Honor, my name ig Michael
Stuart. I'm with the £irm of Cohen., Pontani, Lisberman &

Pavane in Wew York. We represent Boehringer Ingelheim

5. GRAHAM & ASSOCIATES
P.G. BOX 385
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3]
Corporalion, Commecticul; and this is Bob Raymeond, in-house
counsel for Boghringer Ingelheim. We just learnsd about
the case last night. And we don't know 1if we're gbing Lo
wank bto intervene or not. We don't have any ol the papers
vel., We're here just to see whak's going on.

THE COURT: All right. Anybody else want Co get
in?-

{Nu response.)

THE COURT: Mr. Green, you Eiled the caéa; right?

MR. GREEN: Yes, Your Honor.

THE COUET: Ler me ask you some guestions then to
try to walk my way Lhrough iit, not chat thab's going Lo
work, but I'il fry it anyway.

Ast T read some of the papers, you have settled
your case with Glaxo and for whatever terms -- based on
whatever terms vou had with them, vou'wve gotten a license
to make ranitidine Form 1 July 10th; is that right?

MR, GREEN: That is correct.

THE COURT: And vou alsc have the right under
that agrsement to star: manufacturing it 45 days earlier
than July 10 in order to address that market.

ME. GREEN: Thakt is correct.

THE COURT: And in order to execute and perfarm
under that license, does the Food and Drug Administration

have to approve the manufacture and also the sale by

& ASSOUCIATES
F.O. BOX 3835

ELIZABETH CITYI. RC 27907-0385
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Gramitec?

MR. GREEN: As a matter ¢f fact, Your Honor, the
way the gituation stands currently, because of the status
of the plant here in Wilson, MNorth Carclina, the
manufacture of the product is actually occurring in Canada,
and the FD& does not --

THE COURT: Because i{'s not in America.

MR. GEREEM: ILt's not in the United States; thal's
corrock. )

THE COURT: So right now, as between yoursslf and
Glaxo, you're entitled to manufacture the drug, and you're
doing that in Canada.

ME. GREEN: That's correct.

THE COORT: And you don't need FDAR approval
becauee you're not in the United States. But at some point
when you bring the drug in and/or attempt to market it in
the United States, you'll need FDA approval?

MR. GREEN: That is correct. In fact, Novopharm
hag been refused entry of the manufactured product that
exigsts currently, because there is no FDA approval; and
there i3 no imminent approval at this time.

THE COORT: &And the reason that the FDA won't
approve you has to do with this presence or absence of
priority marketing, or does it have something to do with

the way in which you are manufacturing the drug?

S. GRAHAM & ABSOCIATES
P.0. BOX 385
ELIZABETH CITY, NC 27307-0385
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MR. GREEM: No. It has nothing to do with the
application beafore the agancy, cther than the exclusiwvity.
In other words, all other igsues within the agency have
been gatisfied, and the sole question ig whether this 130-
day exclusivity is a bar then to the sale and manufacture.

THHE COURT: Well, this is probably getting m= off
the point, &5 tell me if I'm wrong, but iE yvou have a
license to do it, doesn't the patent prohibition -- iszn't
that irrelewvant? If the patent holder licenses someong Lo
do something that's within the protection of the patenk,
then that's legal aurhority to do it. 2And what would
excluzsivity have to do with thakt at all?

MR. GREEN: The FD&4's pogition is that if there
ig an axclusivity, 180-day ewxclugivity period, that that is
something that is not capable of being licensed by the
patentes. It's a right in a third party that would exist.

THE COURT: Well, educate me. If a year agoe
Glaxo wanted co license anyone to manufacture and/or sell
cheir drug for valuable consideration, wouldn't they have
the right to do that? Don't they own the exclusive right
to manufacture and sell the drmg?

MKR. GREEN: They have the right to do that
subject to the FDA requlations.

THE COURT: But that doesn't have anything o do

with markst competition. That has to do with the ¢quality
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of the product, doesn't it?

MR, GREEN: Well, unfortunately, perhaps because
off the Hatch-Waxman Act, as you know chere's this
intertwining, if yon will, bebtween patent law and FDA
requlations, and this one period -- 180-day pericd of
exclusivity stands on its own. It is a righr ro exclude
which if it is -- in €fact is vested in a parcy, it actually
allows that party Lo prevent comperition during that 180-
day period.

THE COURT: Well, they can't enforce it against
the patent holder, can they?

ME. GREEN: HNo. It relates aonly to an
Abbreviated Drug Applicarion ag oppazed to a New Drug
Application. And if you go back to the time that Zantac
was 0riginally approved in the United States, that was an
application filed by Glaxo as a New Drug Application or a
NDA. This 180-day exclusivity period attaches only to the
ENDA procedure.

THE COURT: I know, but my point is this; and
maybe I'm not making it. Suppose Glaxo decided for reagons
kKnown to them that they didn't want to manufacture
ranitidine, but they srill wanted tn.market ranitidine, and
they wanted to license somecne to manufacture and market
ranitidine. And they did this far in advance or

independent of anybody's ANDA. Could they not -- do they

S. GRAHAM & ASSOCIATES
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not have the authoricy co do that?

MR. GREEN: If it's derived from their own NDA or
New Drug Application, I believe there would be a
methodology for that to happen. But all of .the defendants
in various litigations now derive their own independent
approval from che agency through Abbreviated Drug
Applications. So although Glaxo could have been in a
position Lo license under its Mew Drug Applicaticon, that is
not where -- the position of the defendants at this point.

THE COUET: So when you got a license beginning
July 10th, if that's when it begins, vou didn't get a
license to operate under Glaxo's New Drug Application, you
got permission from Glaxo to wmarket under yvour ANDA; is
that what you're Lelling me?

MR. GREEN: That's right. The license, in fact,
was a patent license that allowed us vo manufacture a
product that would otherwise have bheen an infringement of
their first Form 1 patent, which is expiring in-July. So
the license is really simply a patent license.

THE COURT: Okav.

MR. GREEN: . Conseguently, the right to
manufacture and sell the product as a drug in the United
States must derive from the ANDA that Novopharm or
Cramutec, in this case, filed.

THE COURT: Okay.

S. GRAHAM & ASSOCIATES
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MR. GREEMN: IL's a wvery convoluted situation, and
if this gives Your Honor any sclace, the FDA has struggled
with this question for about the last three months before
issuing the letter on June 17th.

THE COURT: Well, I'm not trying to drag them
down to wmy level. That wouldn't give me any comfort at
all,

All right. So that's where you are. &and the
reason that you say the FDAR isn't giving yvou ANDA approval
is because they have interpreted the fegulatinns Lo now
mean that someone else has the exclusivity --

MR. GEREENM: That is correct.

TEE CQURT: -- upon the expiraticon of the patent.

The patent is going to expire July 25th?

ME. GREEWN: Yes.

THE COURT: And that's when that exclusivity,
they say, would come into effeck?

MER. GREEN: The date of the 180-day exclusivity
period, when it commences, actually is an issue of great
debate.

THE COURT: But what do they say right now? Why
15 it that they won't allow vou to have an ANDA appruoved?

MR. GREEN: They say that Genpharm was the firsl
to file an ANDA that challenged Glaxo's Form 2 patent, and

that was the first in the chain of many applications that
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were filed. And that form Paragraph IV that was filed. in
that ANDA, as this Court knows, ultimately resulted in a
settlement agreement with Genpharm. And Genpﬁarm agreed in
accordance with that original certification that the
patents were valid and they would not manufacture a Form 2
product for market in the United States during the term of
that patent.

Yet, nevertheless, the agency now, because of a

decision that came ocubt of the District Court of D.C. --

TEE CODRT: And that decision -- the merits of
that decision were not appealed, were they?

ME. GREEM: There is an appeal. Az far as I
know, there is no brief filed in the appeal, but there is
an appeal.

THE COURT: I see,

ME. GREEN: In fact, that was on a preliminary
injunction motion. There is a summary judgment motion, at
least according to the last information I have, that is

gtill pending in Pistrict Court. And, in fact, the

- Government in that summary judgment motion is arguing that

the District Court decision in that Mova decisicon, in fact,
38 wrong. Yet, nevertheless, they are applying what they
view as the law coming from that Mova decigion in our case.
And, contrary to their regulaticns. and our first

arqument, ¥our Honor is that the regulations in place are
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really guite clear. The regulations say that the 180-day
pericd of exclusivity can only attach if there is an ANDL
applicent that filed a Paragraph IV Certification who was
first, who was sued, and who has prevailed. And the
requlation is absolutely clear on that point. And their
comments when they promulgated that regulation --

THE COURT: And you prevailed in che 1995 suit.

MR. GREEN: We did. 2nd Genpharm, in that firer

cercificaktion --

THE COURT: Did not prevail.

ME. GREEN: DIid noi prevail. There was a consent
judgment in that case.

THE COURT: 2and so your position is that no one
has -- no one is entitled to the exclusivity.

MR. GREEN: That's correct. Because the first
ANDA applicant was Genpharm; there iz no dispute about
that. But rather than prevailing as a resull of that
Paragraph IV Certification, they lost.

THE COURT: As you did in the 1993 case.

MER. GREEN: That's correct. The difference being
in the Genpharm situation theres was a settlement agresment,
but it ended in a consent judgment which crdered Genpharw
not to infringe the pateat and in which Genpharm conceded
the wvalidity of the patent. So the net result iz Lhe same.

THE COURT: 2and no one =l5= has the stalus of

& ASSOCTATE
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litigating and prevailing?

MR. GREEN: At this time no one -- well, I should
say, Boehringer Ingelheim, the party who has not yet
intervened, actually has a judgment by the Court of Appeals
for the Federal Circuit from eariier this month that
basically 15 a coattails judgment based upon Your Honor's
judgment in the District Court, and the court in their case

actually following your decision entered a judgment in

their favor; and there was an appellate court decision in

the Boshringer Ingelheim case only a fsw weeks ago.

THE COURT: But that has to do with being a non-
infringing ANDA, nok --

ME. GREEN: That's correct. The Boehringer
Ingelheim Certification, in fack, is gulte far down the
chain from kthe Genpharm filing, the Novapharﬁ filing, the
Granutec f£iling, the Geneva filing. Boehringer Ingelheim
followa after thab., r

So the fact they prevailed really has no - - therc
is no argument here that Boehringer Ingelheim has any
exclusivity right attached to it. Tho only argument by the
Food and Drug Administration here is that Cenphazm has this
exclusivity that attaches to it if you apply the argument
from the Mova court, which we say i& wrong, because their

own regqulationg, which have not heen revoked; they were

subrject to rule making and comment, are still in place.
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The Mgva court commented thoss regulations, in its opinioun,
perhaps were not correct, but the order entered was
specific to that case. That case has nothing to do with
ranitidine. So, in essence, what the FDA has done in this
cage is Lo make the Mowvg determination rise to the level of
an ultimate determinaticon Ly the Supreme Court and has
applied it iIn our case when the regulations are clearly to

the contrary. And we say, as a first position, if vou are

applying the regulation there is really no dispute; there

is no exclusivily on anyone.

THE COURT: And of course everybody for years now
haz been operating under a sebt of rules that anticipated
that the first one to prevail would have exclusiviky and,
failing in that, there wouldn't be any exclusiviity. Thal
was the point of defending these cases, wasn'L it?

ME. GEEEN: Certalinly when Novopharm pursued ics
litigation here in 1996, it was with the inkerpretation of
the regulaticon that Genpharm was the only party that could
have been first; it was the first; it did not prevail, and
there was no exclusivity.

THE COUET: 4And so the intervening case that you
talk about came as a windfall, didn't it?. 211 of a sudden,
withoub any expectation, the FDA has advanced Genpharm
ahead of Novopharm where that was not expected.

¥R. GREEN: It certainly was not expected that

5. GRAHAM £ OCTATES
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any entity, including Genpharm, have exclusivity; thak's
carrect Your Honor. And clearly, T think the Government
will concede, that if you applied rhe regulationsg, the
regulations say so.
THE COURT: BAnd as I remember reading the
newspaper, which is all I know aboutbt it, didn't Genpharm

get. 2 bunch of money from Glaxe in order to cawve in in thatb

suit?

MR, GREEN: Yes. 7There is an undiscloszed
sattliement --

THE COURT: So now they'vwe taken Glaxo's monesy
and also -- amd not paid for che right o go first and got

the right to go first under the FDA's current applicartion.

ME. GREEN: They have the right of exclusivity.
What's really confusing here, Your Honor, iz what dnes
exclusivity really mean. Hecauge Genpharm, in factc, hag a
new lawsuit on Form i that is baged on --

THE COURT: That Glaxn is prosecuting against
them, isn't ic?

MF.., GREEN: That's right.

THE COURTI: In New Jarsey?

ME. GREEN: Ic's in New York, southern New York.

THE COUET: 1In Wew York.

ME. GEEEN: Right. It's far from over. In fact,

they did not even give notice to Glaxo about their --

S5, GRAHAM & ASSOCIATES
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THE COQURT: Sc¢ even if they had exclusivity, they
couldn't go to bhat with it because they would be running
into the potential wiclation of that court,

MR. GREEN: BExaclLly, Your Honor, and that's Lhe
irony of the situation here. IL you say Genpharm has
exclugivity yet hecause of the litigation they cannot
market, so the net effect of this intexpretation --

THE COURT: Glaxo gets another 180 days out of it
after you've paid for a fifteen dayvy leg up on the markek.

MR. GREEN: Glaxo is certainly the winner in that
situation, Your Honor. I think you can see the irony of
this.

THE COURT: What's motivating the FDA in this?
What kind of ax do they have to grind?

MR. GREEN: It's our understanding the agency is
concernad that the Mova decision at the District Court
level apply to these facts, that they are hound by Mova;
and they refuse to go by the regulaticms.

THE COURT: Well, that's just a district judge in
another district, District judges dom't pay much attention
to each cther. That's pretty well known.

MR. GREEN: &And I think it's quite clear -- and
there are cages cited in our brief -- that often times an
agency regulation may be found in ons district or even in

one circuit to not be appropriate for whatever reason, and
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the agency continues to enforce it in other circuits and
ultimately, as we know, that's why we have a Suprems Court.
If it gets to that point, it can be resolved at the Supreme
Court level. This isn't even a Secomd Circult decision;
this is a District Court judgment, and Mr. Cutini here, in
fact, has argued the Meva caze. He has argqued strongly in
front of that court that that judgment is wrong. We have
summary judgment papers here that Mr. Cutini filed, as a
ﬁatter of fact, which I would be pleased to hand uﬁ ko the
Court, if you would like, Your Hanor, thét clearly shows
the Government is taking strong issue with the Mova
determingtion. So it's really, in my wmind, cuite ironic
that while they're arguing to the Mova court that these are
wrong, he's belling Novepharm and Granutec that they must
follow Mova; and they are going to tell you today that they
feel constrained to follow the Mova decision when they are
telling the Mova court that the Mova judqment is wrong.

THE COIRT: And what's the operative avent in the
Mova case; is there an injunction?

MR. GREEM: There was a preliminary injunction
hearing, yes. And the preliminary injunction was granted
and, as I undcrstand it, is still before the court on a
summary judgment, but the prelimimary injunction aspect is
on appesal .

THE COURT: And that's a pharmaceutical patcont
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case?

MR. GREEN: Yes, it is. JIbL deals with a product
referred to as micronized glyburide, which we don't really
need to go inteo. But the facts there are really guite
different, Your Honor. There are two parties at lssue,
Mova and Mylan, and what happened there was Mova filed a
Faragraph IV Certification. Mova was sued 2s a result of

that certification; and they're still in litigation. In

fact there was a summary judgment granted as to literal

infringement, but infringement is still an issue, so
they're going up. They have no trial. They is certainly
no appellate court judament, amd they are offF litigating.
In the interim, Mylan, another pharmaceutlical company,
filed a Paragraph IV, and they were nol swued. And then the
agency continued Lo evaluate Lhe Mylan ANDA and concluded _
that it was approvable. They looked al Lheir regulations
and said, Mova has been -- was the [irsy; it was sued, but
they haven't prevalled, and in Lhat case we should go ahead
and grant the approval to Mylan. And they did that. Aad
Mova said, that's not falr because we were the first, we
ware sued, we basically haven't had our day in court here;
and you shouldn‘t, at this point, be in a position to
approve Mylarn. -

I think you can see that there is a drastic

difference in the facts in that case where you have in
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Mylan obtalned approval where Mova has been sued., has not
lost; they have not settled; they have nol Laken their bag
of money and injunction and gone home.

THE COURT: Wa2ll, doesn't it almost allow the
patent holder to collusively decide who gebts the
exclusivikby?

MR. GREEN: I think that is one of the --

THE COURT: If the patent holder can pick around
and decide who to sue and who not to sue, and if they have
2 good ¢laim against everybody, then they get to channel
Lhe exclusivicy into one direction possibly, 0o -- are am T
missing the poinlk?

MR, GREEN: That is absolutely bthe case. AaAnd if
voll have a gituation such as Genpharm, and Genpharm has
exclusivity, and there is a ssttlement agreement, as you've
pointed ouk, effectively that's a mechanism for the
patentes to extend the monopoly by turning the 180-day
exclusivicy around on its head and making it really a
patent extension.

But we would say that the Mova decision, as
you've polinted, Your Honor, is a District Court judgment
and a judgment that even the Government does not supporl.
So to have them deny the approval of Hovopharm based on a
court decision that they themselves are arguing is

incorrect, bo me, 1s unconscicnable.
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THE COURT: How eazy is to get an injunction
against the Government in a casgse like Chizs?

MR. GREEN: I think Your Homnor is empowered to
grant an injunction bassed on cur application.

THE COUORT: To do what, enjoin them to do what?

MR. GEEEN: To prevant them from applying a 180-
day exclusivity bar to approval of Novopharm's ANDA.
Becauge their finding that Genpharm has a 180-day period of
exclugivity is arbitrary and capricious. It's contrary to
their own regulatione. These aré regulations that were
promuigated and have not been ravoked. MNo activity has
heen taken through the rule making process Lo revoke those
regulations. And in that situation -- I think there is a
graat Fourth Circuit case that we've cited in the brisf
that Safs when an agency of the Government fails to follow
its own rules angd regulations, its action cannot stand, and
rhe court will strike it down.

THE COURT: What case 1is5 that?

ME, GREEN: This ig Chin £ha Chai, 48 F.34 at

1340, and ic's quoting United States v, Heffner, 420 F_24

109, 811, {(4th Cir. 1970) decision.
THE COURT: There is no jurisdictionat problem
with enjoining FDA?
ME. GREEN: The gtatute allowg for the suit to be

filed either where the FD4, the agency, is Iocated or where
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the aggrieved applicant, in this case, Granutec, is
located. Granutec is a North Carclina corporation
headquartered in Wilson, North Carolina. So Your Honor hag
Jurigdiction over that igsue and can enter an injunction
against the FDA, as we gee it.

THE COURT: Ckay. Anything else you want to tell
me ?

ME., GREEN: That there is a second aspect of the
date if ¥our Honor would like to hear that. It’s really a
separate analysis, if you will, as to when this 180-day
period beging to ;un, which we again say is arbitrary and
capricious.

THE COURT: Do you think it ran back when they
gettled the cage z couple of ygarz ago?

MR. GREEN: Actually it's our position -- no,
hecause it rums from a court decision that would grant the
marketing either through invalidity or through a finding of
non-intringement. We actually think it was Your Honor's
decision last wear as a Digtrict Court determination.

Sse, the FDA regulations right now would say if
we seb everything else aside and lst's assume that Granutec
was the only one that filed, and Granutec brought suit --
had suilt brought against it by Glaxo; there was a Paragraph
TV, we prevailed in the litigation, and we should get 180-

day exclusivity. If we assume that for a moment and assume
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there are no other ANDAs, the gquestion is, when does Chat
180-day exclusivity period begin to run. The agency says
it begins to run only when the Court of Appeals finally
rules upon Your Honor's decision, rather than the date that
yaour decigion is entered.

And there is a regulation that has interpreted
the statute in that fashion, to say the meaning in the
exclusivity statute which refers to a courk decision reterg
Lo an apﬁellate court decision. That determination by the
agency, we say, isg absolutely unsupported. a&nd the reason
for that is the statute zays a court decision. Tt dosan't
say a district court or an appellate cour: decision. The
agency in 1988 -- and this iz an attachment to our brief at

THE COURT: So you think it's inoumbent uvpon the
party that prevailed, which is the appellee aon appeal, to
move Lor a stay of the running of the time. Otherwise it's
running against you while the case is on appeal; is char
what you're getting at?

ME. GREEM: That's éxactly right.

THE COURT: You know why I know that? Because we
sentence people all the time, and if you don't get a stay,
you go bto jail. And when you get out and win your appeal,
you've already served your sentence.

MR. GREEN: Yes. It's the same kind of concept
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here, Your Honor, In fact, the agency agreed wilh our
intarpreration that it should be the District Court
Judgment. On July 29, 1983, and this is attachment 12 to
cur Memarandum in Support of the Motion for Preliminary
Injunction, said axactly that. It said that the court
decigsion ig the Districe CDu?t decision. &nd if you look
at the legislative history; and, again, we'wve referred to

excerpts from the leqgislative history in our brief, the

Reports actually referred to the District Courc when

referring to che rnime frame in which this decision would
become effective.

2nd then what happened, when the actual
regqulationsg were promulgated for comment; the agency said,
well, we're not so sure this ought to be the District
Court. Maybe it's not fair to force an ANDA applicant who
prevails in litigation to go to market without the comfozt
of thac appellate court decision. We'd like some comment
back. And the comment came back. And at least one comment
said, gee, I1f I win at the District Court and T sold
product, I might be liiable for damages here, 3o I would
really rather wait for the appellate court decision, and
they changed their mind. In fachk, the comnents to the
regqulations say exactly thabt. They cthen said that the date
Lor being able to market from an agency standpoint and

consequently the date the 180-day period would run, would
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be the appellate court decislon.

But Congress didn't change the statute, and the
stalute can't mean one thing in 1988 and another thing in
1954 or 1%97. When it used the phrase "a court decision”
it had to have meant either a district court or an
appellate court. The legislative history, I think, is
clear in saying it meant a district court. And the agency
agreed with that in 1888, Then through this rule making
decided it would change that to an appellate court
decision. IE didn't say lts interpretaticon was wrong -- 1
think this is key -- what it says, we just think it's
Lhetter, it's more logical, the generic drug industbry will
benefit more if we interpretb that as being an appellate
court deciszion. But if Congress said when they said court
decision they meant a district court decision, the
legislative history said that, and the agency said that
originally, they can't, through rule making, changes the
statute. 2and I think what they've done is exactly that,
and if vou then take a i80-day exclusivity pericd and you
say, we don't care, Genpharm could have had the exclusivity
pariod, Granutec could have it, DBoehringsr Ingelheim <ould
have it, you still look to the court decigion. And kthe
first court decision was vour decision on July 5th, 1896.
You add 180 days to that, and it's long since cxpired. And

Ehat's our secondary posibion.
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THE COURT: Okay.

MR. GREEN: Thank you.

TEE COURT: Thank you. Mr. Cutini.

MR. CUTINI: May it please the Court, I'm Drake
Cutini on behalf of the federal defendants.

Plaintiffs in this case reguests an injunction
ardering the FDA approve their drug produﬁt as of July 10th
and not as of August 29th, which is the earliest date the
FDA said it could Approve.

THE COURT: Why is that?

ME. CUTINI: The reason isg the 180-day
excluzivity of Genpharm which bhegan to run when the first
decision finding the patent here had not infringed bscame
final, which was in March of this year.

THE COURT: How did that become final?

ME. COTINT: It's the Boshringer case, and thoy
did not appeal from the aspect of the District Court
decigion in their favor. The distriet court -- this is
explainad in our brief -- the October 7, 129¢ Digkrict
Court decision in their favor becams a final judgment as of
January 3lgt: of this yearl

THE COURT: 2and that was where, in New Jersey or
Commecticut?

MR. COTINI: I believe that was Connecticub.

THE COURT: So yvou're saying that the 180-day
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period first sprang inte existence for the Boehringer -- in
the Boshringer case?

MR. CUTINI: No. The i80-day -- it began because
of the Boehringer case, because they were the first to
prevail, but the 180 days attachesz to the ANDA applicant
who is the first to file and the first to file a Paragraph
IV Certification. In this case, that‘fsg Genpharm.

THEE COUET: You mean that the succezgful defenge
or the prevailing in the lawsuit isn't linked to the
exclugivity right. That anybody just coincidentally
whoever happens to file first in time always has the
potential to gec the exclusive right if someone forfunately

down the road successfully defends; ig that what you're

saying?

MR_. COUTINI: That is correct.

TEE COUORT: Well, that's -- isn't that
ridiculous?

MR. CUOTINI: The gtatute provides the 1HBO days
can oily -- L8 only available to the firgt --

THE COURT: You're saying there's an inchnate
sort of 180 days sitting ocut there, always vested in the
first to file hoping during the life of the patent that
som=body will successfully prevail and then that 180 days
will spring forward into the first to file. T mean, that's

ridiculous. No insult intended, but, I mean, is that your
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position?
ME, COOTINI: The FDA belleves that is consistent

with the holding in the Mova decision.

TEE COURT: Well, that -- I'll never agree to
that. That just doesn't make any sensge at all.

MR. COTINI: Well, in the Mova decision, as
counsel for Plaintiff pointed out --

THE COURT: Think about it for a minute, though.
I mean, not to be difficult with you, but think abgoutbt it.

By shear chance someone files an ANDA and then
any number up to infinity file other ANDAs and one during
the long life of a patent happens to prevail. And on your
reasoning then the first to file all of a sudden gets this
right.

MR, CUTINI: 1The scatute provides that only the
first to file can get it. That's the only entity, ANDA
applicant, chat's entitled to it.

THE COURT: $So it's meaningless chen. Why would
anybody else progsecute a defense if somebody sise is going
CLe get this right who hasn't done anything, who iz just
SiLLing thera by the shear good forrune of heing Firsrt to
slip in there and get the first ANDA on the hooks.

MR. COTINI: Well, the statute provides there are
two things that can trigger the beginning of the 180-day

period.
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THE COURT: Finding the patent invalid -- no,
that wouldn't --

ME. CUOTINI: Yes. If a court found the patent is
invalid,.

THE COURT: If the patent is invalid, it is gone
then.

MR, COTINI: Correct. And another is if the
first applicaﬁt begins marketing, if khey prevail and begin
ﬁarketing, then the 180-day period can begin at that time.

And in the Mova case the Food and Drug
Administration argued that because the secaond applicant
there -- the first applicant, Mova, was the first ANDA
applicant with a Paragraph IV Certification, and they were
sued. And that suit was pending at the time and, as I
understand, i1s still pending. The second applicant, Mylan,
was not sued. The Food and Drug Administration approved
their product because Mova had not prevailed, but the
regulation -- the Food and Drug Administration's regulation
provides that in order ko receive the 180 dayg the first
applicant must prevail successfully in the patent
litigaktion.

And the pistrict Court there rejected that
interpretation and held that all that is required is that
it ke a first filed ANDA with a Paragraph IV,

THE COURT: 50 oo one other than the first to
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file can ever gel Lhe 180-day pericd?
ME. CUTINI: That's correct. There's no dispute
about that.
THE COURT: To make it simple. I m=an, that's
your posilion.
MR. CUTINI: I think that everybody would agree

with that. The only ANDA applicant who can ever get 120

days is the first to file.

And the Pbistrict Court in the District of
Columbia in the Mgva decision said that the first to file
gets the 180 days whether they have prevailed or not, and
it entered an injunction against the Food and Drug
Administration to rescind its approval of Mylan's produck.
and thatc's the second time the Food and Drug Administration
had lost that issue in the District of Columbia. The prior
time was in the Inwood decision where Inwood £iled an ANDA
with a Paragraph IV Certificatiun and was not sued at all.,
And the FDA said in that siktuation they were not entitled
to the 180-day exclusivity because the regulation regquired
or the interpretation, at the time, regquired thart they be
sued. The District Court rejected that interpretation and
held that they were entitled to the 180 days, even though
they had not been sued. And the FDA tried to appeal that
decigion, but it became most, and the appeal was dismissed.

¢ having lost these Lwo cases in a distriet
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where the FDA often litigates, in this situation they
decided to acquiesce in that hoeldineg.

THE COURT: What was your position hefore thab?

MR. COTINI: The positicn in the Mova casgs --

THE COURT: HNo. What wag the agency's position
before you were sued?

MR. CUOTINI: It was that Mylan could be approved,

It was the position that's stated in the requlation, which

ig, that in ordaer to receive that 180 days the first

intervening applicant must prevail in litigation.

TEE COURT: And why did you have that position?

ME. COTIHNI: That's in the redgqulation and it's
explained in our briaf here the pogition -- and this waz in
respomse to some comments that came in during the
promlgakion of these rejgulations. The position was that
the 180-day exclusivity parind should only go to a party
Chat basically clears the way and prevails in a patent
litigation.

THE COURT: Wasn't that the legigiative purpose
in providing the 1B0-day --

MR. COTINE: I don't believe there is any
explicit legislative history.

THE COURT: Well, they didn't just throw 180 days
in because somebody said, let's just add 180 days. We're

writing a statute now and that would be a clever thing to
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do; no one will know why we did it.

MR, CUTINI: The FDA felt that it's in Lhere to
reward those who --

THE COURT: Which is why you pul it in your
regulations. That the first -- if the [irst broke ground
and successfully litigated the isswe, then the first would
get the benefit of that labor.

MR. COTINT: That is correct. And that's why the
regulation exists and that's a -- the discussion in the
Federal Register i1is explained in ocur brief.

THE COURT: And the District Judge in O.C. said,
no, that's not what the law is -- what's the law?

ME. CUTINI: What the court held was Lhak the
simple act of filing first, whether that first filed ANDA
Paragraph IV certifier prevails or whether it's even sued,
cntitles that entity te the 180 days.

THE COURT: So the logic¢ or rationale behind that
is that Congress simply threw 180 day period on there as a
benug 1f you ware -- had a lot of farethought about filing
an ANDA and got there first.

MR. CUTINI: The Court based its decision on a
statute., It felk that the plain language of the statute
provided, just as The Court indicated, the first one to
file would receive that 180 day exclusivikty.

THE COURT: For no apparent reason; just as a

S. GRAEAM & ASSOCIATES
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bonug?

MR. CUTINI: Because it's the first to file.
That's what I believe the court’'g reasoning to be.

THE COURT: Bukb that's not a very strong case, is
it? I mean, you're arguing against it, apparently, on
appeal, aren't you?

ME. CUOFINI: W®Well, we haven't appealed. Mylan
did appeal that, the preliminary injunction; and their )
appeal is pending. The Food and Drug Administration didn't
appeal, but filed that summary judgment motion on the
merics of Fhe case, and that motion is still pending.

THE COURT: So you're put in the awkward position
here of arguing for somathing that you're appealing
against, and if the Court rules against you here, your
argument will actually be bolstered a lickle bit because
¥you'll hawve a districr court that doesn't agree with the
coLher district court.

Or am T making that up?

MR. CUTINI: The Foeod and Drug Administration
has, as I s53id, lost this issue twice in the Distriet of
Columbia.

THE CQURT: So you want to be at least btwo for
ong -- two out of three now, right? |

MER. COTINI: Well, there is a potential for

entities Lo go to different courts. Bnd if the Food and
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Drug Administration were to deny the 180-day exclusivity
based on their requlation and that entity would go to the

Digstrict of Columbia and ~laim Chelr case was related to

Mova, and they could perhaps get a ruling consistent with

those decisions up there. - So to ensure unifoxrmity, what
the FDA decided to do until that case is reversed on
appeal, is to acguiesce in that result.

THE COURT: Wall, that makez =senge.

MR . CUTINI: That's why we're here. That was the
reagoning for the letter izsued te Plaintiff on June 17th.
I think we've all read decigions where, for one reason or
another, the Government 4id nof acguiesce in a court
decizsion, and of course they're not cbligated to acquiesce
in a decision, but in this case, for the reasons stated in
our brief, they decided to acquiesce.

THE COURT: I'm not trying tao give you a hard
time; I'm just trying to figure it all our.

MR. COTINI: &And the injunction reguestcerd here is
directly contrary to the Mova decigion.

THE COURT: Where the judge enjoined you to do
something that was conLrary Lo your regs?

MR, COTINL: Yag, wa believe that it is contrary
to our regqulationg; corrveck,

That's the firstC iszue that deals with whether

the 180 days exigst. ®We rhink, based upen the reasconing of
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the Mova court and consiscent with that it exits and in
this case belong to Genpharm.

Plaintiff's second issue is when does that begin.
They say even if there ig a 180-day period it began a year
aga, because they were the first to prevail in District
Court.

THE CQURT: Well, is there soms wmechanism for
having a stay of the running of the 180 days while the
matter is on appeal.

MR. COTINI: No. The statute provides when it
begins, and it begins either when the ANDA applicant
entitled to the 180 days begins marketing the product.
Thev've cbhiviousgly found a market and rhey've started, and
their 180 days begins at that point.' Or it begins with the
decision of a court holding that the patent is not
infringed or that it is invalid.

And Plaintiff‘s argument iz that that begins when
a district court rules in favor of the ANDA applicant. And
the Food and Drug Administration stated in its regulation,
and that's cited and discussed in our brief, that if that
were the case, if the generic drug company or the ANDA
applicant prevailed in district court and that -- and their
120 days began at that point in time, they would probably,
in any case, soon loss it, because the patent holder --

THE COURT: Well, when do you say it begins?

S. GRAHAM & ASSOCIATES
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ME. COTINI: It begins when the declisiaon becomes
final. If it's appealed, it's when the decision of the
appellate court is rendered.

THE COURT: How about if there is a cert
petition?

ME. CUTINI: No. They dealt with that in the
regulation. They zaid it is so unlikely that the Supreme
Court would take c¢ert and reverse the gppellate court.

THE COURT: Well, suppose they did.

MR, COTINI: Well, the requlation specifiecally
says it beging with the appellate court decision. They had
to make a decision, and that's what they would apply. ‘they
gaid the likelihood of Cert peing granted and --

THEE COURT: Based on the laws of probability,
rather than the law.

MR. CUTINI: Well, it's based on -- an their view
of, I queegs, the likelihood that it would happen. And 50
they said if the decision is appealed, it's when the
appellate court decision is rendsred. If it's not
appealed, it's when the distriet court gpinion -- the right
to appeal the disgtrict court opinion lapses. EBecause Che
patent holder could sesk a stay. If the patent holder lost
and the ANDA applicant won, and if rthe 180 days began at
that point, but the patent holder sought a stay from LChe

appellate courc, then the goneric company, the ANDA
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applicant, couldn't market if there ware a stay granted.
And the 180 days would run.

TEE COURT: Well, if the paktent holder can seek a
stay, why can't the applicant, the ANDA applicant, seek a
stay of the running of the 180-day period.

MR, CUTIMI: Well, because it's -- Lthe time when
it begins is prescribed in the gtatute, and they have to
seak that from fhe Food and Drug ARdministration. And the
Food and UOrug Bdministration interpreted the law in thisg
fashion so that there would not be stays but that it
would -- basically it would be stayed if it were on appeazl.
But there iz no mechanism for them to sesk a stay of that
180-day period.

THE COURT: I don't see how you cail it a final
order if there was a case where there was a cert petition
in it and they granted cert, ler's say. It wouldn'c be a
final order then, would it?

ME. COTINI: If rthar were o occur, o. Bor it
the Food and Drug Adminigrration --

TEE COURT: What wonld happen to rthe parries in
that case? It would just be tough, vou know, we didn't
think of that or --

MR. COTINI: I don't think that's going to
happen,

THE COURT: But suppnsge it does. It can happen,

S. GRAHMM & ASSOCTATES

P.O. BOX 385
RIL.TZAAETH ATYY WM 27en7-n1a4s




14

11

12

i3

14

15

16

17

1%

i5

20

21

22

23

24

25

38
iz the point. .

ME. CUFTINI: Well, if they hawve the 180-day
axclusgivity, they could make the decision, and I don't know
whether this hag happened before or not, this particularn
gcenaric, bubt they can begin marketing and run the risk of
an infringement.case later on.

THE COURT: PBut that runs against the purpose of
the 180-day exclusivity, dossn't it.

MR. COTINI: WNo. They would gtill have the
exclusivity wvis-a-vis other ANDA holders. What we're
talking about here Iz --

TEE COURT: But they could be an infringer.

MR. COTINI: With regpect to the patent holder --

TEE COURT: Yeah.

ME. CUFINI: -- in this limited circumstance.

But I think ths likelihood of it ever happening is very
5lim, and that's what the Food and Drug Administration
believes .,

THE COURT: And the reason they could still be an
infringer is becauge they haven't prevaliled; there wasn't a
final order in the casa. So you're gaying thatb they could
he out there marketing for 180 days at risk and then be
hald to be an infringer bscause the order wasn't fimal.

And so you'wve created a 180-day period running from a final

arder bEhat wasn't "a final order. "
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Do you Tollow ma?

ME. CUTINI: Well, they had prevailed.

PHE COURT: Well, they hadn't prevailed if it
wasn't a final order. It's not a final order if it's in
front of the Supreme Court and they vacated a Court of
appeals decision.

MR, COTINI: Well, if the Supreme Court wvacated
it, that's correct, but thay would prevail at Fhat poink.
And I think that the FDA's conclusion that Lhe likelihood
aof this happening --

THE COURT: No, I don't mean vacalted after the
Supreme Court makes a final decision in the Supreme Court.
I mean during the pendency of the case in the Supreme Court
after cert is granted. Isn’t the effect of the Court of
Appeals decision vacated; it deoesn't have force at that
CLime?

MR. CUTINI: I'm not sure how 1L would work. And
that would depend on what kind of orders the Supreme Court
entered, I think, at that point.

THE COURT: Well, we can agree it wouldn't be a
final order in the Court of Appeals, can't we?

MR. CUTINI: Yes, we could, in that limited
circumstance.

But the FDA has to deal in the FDA's regulaticons

and interpreting of the statutory provision with what's
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reasonable, and they bazed it on their experience of whab
iz likely to happen. Thesge cases are aoften appealed and
basad upon their --

THE COURT: What are you going to do if Lthis
Court entfersg an injunction ordering you te not apply the
exclusivity bar against Granutec? Go Lo the Court of
Appeals then?

ME. CTITINI: I don't know what the Food and Drug
Administration will do in that circumstance, Your Honor, I
don't kKnow.

THE COURT: Is that the mechanism, that this
Court would enter an injunction saying that you can’t --
gsaying that you can't impose the bar of exclusivity. Does
that alsa mean that you'll approve their ANDA? HRecause if
¥ou won't approve their ANDA, rthere's no point in saying
that you can't impose the bar of exclusivity. Because rthey
wouldn't be ahle to market the drug. Does the Court have
to do both?

ME. COTINT: I'm not sure what the Food and Drug
Administration wounld do if the Court's injunction were to
not impose the exclusivity bar at this point in tima.

But back to the point of the Court, the Food and
Druy Administration interpreting the statute has to deal
wicth what is likely to happen based on its experience. And

it concluded that because these cases are ofren appealed
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that the triggering mechanism for the 1820 days would not be
the district court gpinion. It would be, if appealed, the
final would be the appellate court decision,

THE COQURT: .Euppﬂse it's not appealed.
MR, CUTINI: Then it is5 when the right to. appeal
lapses from the district court;ﬁ decision. Which is what

happened here with the Boehringer case. They did not

appeal the Qcteober 7th ruling, Glaxo did not.

TEE CQURT: But that was a summary Jjudgment,
wasn't itc?

ME. CUTINI: It becams= a final judgment on
January 31lst of this year.

THE COURT: 2nd that's what wasn't appealed?

MR, CUTiHI: That's coxrrect.

That's all T have, Your Honaor, unless the Court
hag further guegtions.

THE CQURT: MNo. I appreciate your being down
here; thanks.

Does anybody else want to be heard.

MR. LEE: Your Honor, may I bo heard, from Qoneva
Pharmaceuticals.

THE COURT: Well, I'll hear from Mr. Spearman
first. Let's takc a five minutc break.

{Off the recond at 3:00 p.w. until 2:10 p.m.}

THE COURT: Mr. Epearman or Mz, Arrowood, do you
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want ta ba heard?

ME. SPEARMAN: Thank you, Your Honor.

I would like to make juzst a few points, basically
procedurally, if I might, and with your permission then
yield just briefly to Mr. Borden, who is with we, on a
couple of FDA matters that came up in c¢onnaection with your
earlier questions to Counsel.

THE COURT: Okay.

MR. SFEAPMAN: Your Honor, there ig not a dispute
here but that it is our client -- we represent Genpharm --
that does have a tentative approval to market ranitidine
hydrochleride, and the FDA haz indicated that as the first
applicant to file and hand up with a Paragraph IV
Certification, the FDA hasz concluded that it is entitled to
a period of exclusivikty. Just in terms of whera we are
procedurally, this case was filed con June 1l7th, and wes
found out about it last Friday. And then Eound cout on
Saturday that there might be a hearing Monday -- a hearing
today, Tuiesday, which was confirmed on Monday. We then
went ahead and filed the intervention papers, and you
granted the intervantion =arlier. We just, to be very
candid, Your Honor, have not been able to prepare and
ﬁrESEnt to you ewverything we would like to. We hawve nol
bean able toc prepare and pregent any affidavics. We have

not heen able to prepare and present ta you, just becanse
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of the press of time, any legal memoranda. Obwviously, this
case is very important to us. We fully understand it is
alsa very important to the cother parties. Even Novopharm's
noving papers indicate the magnitude or importance of it in
terms of fipmances. It's up in the hundreds of millions of
dollars.

Your Honor, we would simply reguest that we have
a short period of time, say until Monday when we could make
any kind of a supplemental f£iling of affidavits and also a
legaul memorandum opposing bhe reguest for injunctive
relief. And I might just make one further comment at this
point, jusL in terms of procedure, it occurs to me from
looking at the papers, Your Honor, though Novopharm has
really styled this as a Request for a Freliminary
Injunction, it looks like to me that it is coming very
close to seeking what would be really, ultimate and final
relief by the preliminary injunction. And so I simply
wanted to raise the possibilitcy that perhaps an appropriate
way to proceed here, 1f the Court sc¢ pleased, might be
simply tﬁ permit pecple to file virtually immediate or by
Monday any materials, including motions for summary
Judgment . And then we woitld be in a position where the
Court, as it saw fit, could go ahead and try to resolve the
matter of final judgment on summazry judgment motions

instead of on preliminary injunction moticn. It seems to
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me that that would very likely give sverybody a full
opportunity to have their say and at the same time it would
end up very likely with this Court dsciding this matter of
a very, very grave and important magnitude in the form of
final judgment instead of on & preliminary injunction
motion. &nd o I did want to raise that possibility. In
any event, procedurally, Your Honor, we would like to have
at least until Monday, if we could, tEo be able to make any
supplemental £iling that we would like bo. All we were
able to present yesterday was really an initial
proposition, and we made the points there that we do not
think that Novopharm has shown the probability of puccess.
That the two courts that have ruled on this matter have
ruled that exclusivity does follow the firset to file.

With respect to irrevocable injury, I would
gimply say that any showing that Novopharm makes of
irreparable injury we esgentially have the mirror image of
that.

THE COQURT: When did you find out that you were
going to be first and given this exclusiwvity? You
certainly didn't know it a year ago.

MR. SPEARMAN: TYour Honor, we -- Genpharm
recelved a ruling from the FDA that stated it would have
the cx¢lusivity on June 17th.

THE COURT: Of this year?
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MR. SPEARMAN: Ye=, Your Haonor.

THE COURT: That mist have coms as a surprisge.

ME. SPEARMA¥: Well, Your Honor, candidly thera
are different generic companies that are pursuing the right
to market ranitidine hydrochloride. Several have ¢laimed
exclusivity, and there have been a number of £ilings
actually at the FDA on this matter. I know that Ceneva,
for whom Y think yon will hear in a few minutes, made a
f1ling at the FDAR that it was entitled to exclugivity.
Genpharm did the same., Novopharm communicated with the
FDA, as I understand it, indicating that they didn't think
Anyone was entitled to exclusivicy.

And what happened was rthe FDA made a ruling on
this on June L7th. That same day --

TEE COUET: Nct based on your inikciative, based
on their interpretation.

MF, SPEARMAN: Well, they made a mling, Your
Honor, based on thelr interpretation of the law. And what
I'm simply setting forth for you is it is certainiy the
case that all of the companies that had an interest in rthis
ware making representations to the FDA, and I know thart
both Genpharm and Geneva filed formal Citizen's Peririans
with the FDA explaining what they believed to be the rights
of the various parties under the provisions of the act.

THE COURT: ©But when the Court aof Appeals in the
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Federal Circuit affirmed the District Court judgment last
April or so, it was pretty well understeood that either ne
on=s -- well, I guess that no one would have exclusivity.

MR. SPEARMAN: Well, Your Honor, I would simply
say that that has never been Genpharm's view. The statute
says that the only one who can get exclusiwvity is the firsc
to £file an ANDA with a Paragraph IV Certification.

THE COURT: But you hadn't been -- your company

hadn't been gearing up production and getting in the block,

so to speak, ready to get cut there and take advantage of
vour market, I mean, to be honest with you.

MR. SPEARMAN: To be honest, Your Honor, it is.
This is another matter which waz not in the Novopharm
moving papers.

THE COURT: Uh-huh.

MER. SPEARMAN: Genpharm for many, many, many
months now has been gearing up and has been manufacturing
Porm 1 in Canada, which it wants and intends to sell in the
United States. Glaxoe sued Genpharm in the Scuthern
District of New York -- this was not mentioned in the
Hovopharm papers either -- Claxc sued Genpharm in the
Southern District of New York making a contention, cne with
which you are familiar, that Genpharm generic products, =0
Glaxo c¢laimed, though Conpharm said it was Form 1, that it

wags patent infringement because it really had Form 2 in it.
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Thalt suik is sLill pending, and we are still
battling with Glaxo on that matter and, indeed, yesterday
filed what they call in New York Federal Court a Rule 5§
Notice with the -- which is essentially the precursor to a
summary judgment motion., So that litigation is going on in
New York. Genpharm expects to prevail in that litigation
and Geopharm is wvery, very much -- is very wuch trying to
and intends to market ranitidine hydrochloride in the
United States.

THE COURT: A4nd S0 that's an answer buit not
really the answer to ay guestion. My question -- what you
said, 1 thinok, is that, yes, you inLtended to market it when
the patent expires July 25th and s¢ you were engaged in
pre-expiration production, but you didn't expect to be the
only one marketing it when Lhe palent expires July 25th.
¥ou feltbt like you and whoesver eslse got ANDA approval would
be marketing ic.

MR, EPE&REAH: Well, Your Honor, we fell that we
were entitled to exclusivity. We did not know whether Lhe
FDA would grant that, and, therefore, on behalf of Genpharm
a Citizen's Petition was Filed with the FDA which Mr.
Gordon's firm filed, explaining to the FDA why Genpharm
believed that Geppharm was entitled to exclusivity. So it
wag not semething that came as a surprise out of Lhe sky.

Genpharm has felt it could and should get exclusiviLy as

S. GRAHAM & ASSOCTATES
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well ags feeling it could and should market ranitidine
hydrochloride. So it was not scomething that just popped
cut of the blue. It was something Genpharm had regquested
and sought.

TEE COURT: Well, when you sSsttled the case in
Maryland in front of Judge Kauffwman, after the papers were
agigned and everybody shook hands and walked away, Genpharm
certainly didn't believe it had an exclusivity pericd for
iED daysa,

MR. SPEAEMAN: Your Honor, what thakt did was ta
geattle the so-called Form 2 case.

THE COURT: Right.

MR, SPEARMAN: And Genpharm did drop challenges
to the validity of the 658 and the 431 patents at that
time. Just as in Noveopharm's case you ruled against them
on that firat case, and they lost the walidity matter on
appeal. We zettled the walidity matter. But we at no time
waived or gave up a right to continue to go forward to try
to market ranitidine hydrochleride and, in fact,
egsgentially what Genpharm did, Your Honor, was essentially
on that point is what Novopharm did, which is then try CoO
market Form 1 instead of trying to market Form 2.

THE COURT: How are you going to get exclusiviby
if you didn't prevail and no one else prevailed just

because you were the first fo file? I mean, where was rhe
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second leg to give you exclusivity?
MR. SEEARMAN: Well, Your Honor, on that, that is
essentially the point that was -- or one of the pointe that
was addressed by the Federal Courts in both the so-called

Inwood decision and alsoe in the Mova decision. In other

words, the statute -- the liberal reading of the statute
conditions being able te get excluziviey upon being the
first to file an LNDA with a Paragraph IV Certification.

Ar various times the FDA bas somefimes had regulations that
had additional requirements, some of which yon've ingquired
ghout in previous colloquy with Counsel, inciuding
successTully defending a patent suit. But in both of those
other cases the courts have ruled, essentially, that the
FDA would simply not tag on or add on other reguirements,
such as having successfully defended a patent suit in the
trial court, sucecessfully defended a patent suit aftex
appeal.

THE COURT: So your posiction then is that the
shear act of being the firgt to file iz disposikive of it
and nothing elge matters,

MR. SEFEARMAN: Well, the firsc to File wich a
Paragraph IV Certification. I know you raised a questicn
about that a few moment agn with Counsel as ko, you know,
why that would, in effect I believe you were inguiring as

to why that would make any sense. I think the
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Congressional history of the act really reveals that having
this potential periocd of exclusivity and having it
avallable for the first to file a Faragraph IV
Cercification, that z principal reason behind that was
simply to provide an encouragemeni Lo generic companies Lo
pursue competiticon with a brand name company. And one of
the first cases --

THE COURT: Well, why would they need
éncﬂuragement? That's how they make their living, isn't
it?

ME. SPEARMAN: Well, Your Honor, when the Hatch-
Wasxanan Amsndments or Waonain-HBatch amendments were passed, 1
think, which was in 1984, there were a number of different
contending legislative Forces and interest groups lobbying
for different things. Part of it was a battle, frankly,
between the generics and the brand name companies. and
essentially the Act, Your Honor, really has a number of
compromises in it, which were simply ultimately agreed to
by the House and Sepate. I mean, there are some provisions
in it that one would argue certainly favor generics.

Others in it would faver brand name companies. But the
idea of having the incentive of the 180¢-day exclusivitby
period potentially available -- I mean the legislative
history does indicate that that was to provide incentive Eo

generic companies. And indeed the court, and I think it

5. GRAHAM E ASSOCIATES
E.O. BOX 385




10

i1

12

12

1z

15

16

17

18

19

24

21

22

23

24

25

51
was the Inwood case, that wasz one where the FDA took the
pogition that if there was a first Filing of a Paragraph IV
Certification but no lawsuit was f£iled, that that applicant
was not entitled to exclusivity, and the Court disagreed
and said, no, the requirement is that you be the first ko
file with a Paragraph IV Certification, and that was
supposed to be that incentive. Whether or not -- there isn
not any redquirsment there that you are only eligible for
Ithat if, in fact, a brand name company sSuss you and you
ultimately prevail.

¥Your Honor, if I might, I would like to yield for
& few minutez to Mr. Borden. Jusk to revert to what I
said, we would request that the Court give us at least
until early next wesk when we can make complete filings.
Because this is wery frankly from everybody's perspective,
it's a very, wvery important matter and you can tell from
the arguments that have been put forth teday. All of it is
-- it's not -- you know, it's net simple and T think -- §
know that we at least would very much like to hawve that
little bit of additional time.

THE COURT: Well, the reazon we're here today 1
Decause I got the papers Friday. Friday is the end of the
week, and I read them. And from what I could read, it
appeared £o me that July 10th was a critical date. »And

Chinking about it, I felt like it was incumbent upen me to
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try to have a hearing. It wasn't the kind of thing you
could decide without hearing an oppeortunity. It's a
preliminary injunction regquest. &nd the -- I figured that
whichever way the Court went, somebody would go to the
Court of Appeals., And running past July 10th may be a
critical date. 1It's been well-reported -- I know you all
follow this stuff -- that Novopharm settled, without going
to the Supremc Court, the Glaxo case and gob a license from
.Glaxa to do somcthing on July 10th. And so that wouldn't
be worth very much if - and I don't know what it's worth -
- but it wouldn't be worth anything if July 10th came and
went .

ME. SPEARRMAN: We=ll, Your Honor, I would not
dispute in any way that itfs neccssary and sppropriate that
this matter be dealt with very promptly. What I'm simply
saying to you is that our client received this ruling, the
ruling of exclusivity on June 17th. The first time I knew
this suit was filed was very late Friday. It was only over
the wesekend that I knew there was going to be a hearing,
and it's a very important matter to us és it is to them. I

Just have to be very candid and say that because of that

timing we simply have not been able to get together what we

would like to be able to get together to present to you,
and 1 deon't know in what way you might be able to

accommodate us, but I --
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THE COGRT: And Senpharm is the defendant in a

‘patcnt infringement suit in the Scuthern District of New

York?

ME. SPEARMAK: That's correct, Your Honor. Glaxc
ig sulng Genpharm in the Seuthern District of MNew York,

TEE COURT: In the face of that suit and the
pendency of that litigatieon, is Genpharm going to starxt
marketing ranitidine, Form 17 |
| MR. SPEARMAN: Genpharm intends to start
marketing ranitidine hydrochloride July 25th, 1997,
assuming it has FDA approval to do that. And, as I have
said, on June 17th wo received from the FDA tentative
approval .

THE COURT: And the FDA has approved you,
notwithatanding the pendency of that lawsuit., That lawsuit
has nothing to do from the FDA's standpoint with approwval;
is that what you're telling me?

MR. SPEAPMAN: Your Honor, I think on that peoint
Ehat is going to be or is a difference of opinion between
Glawo and Genpharm and to be -- just to bell you what the
gituation is, number one, we are trying to get that case
digposed of, as I mantioned, on surmary judgment as rapidly
ag possible. And if that is not --

THE COURT: But you haven't filed the motions

yet, have you?
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MR. SPEARMARN: We've done what one has to do
under Wew York procedure, which is to serve the other side
with what they call a kKule 56 Statement, which simply sets
cut our anthority, what we say are the uncontested factg,
that the other side has co serve rhat bark and you have to
go confer with the judge on it.

And the other piece af that ig we don't bhelieve
that there is any kind of stay in effect against our
approval, but, if necessary, we are going to seek any kind
0f relief from any sqch gtay in the Sourthern Diskrict of
MNew York.

THE COURT: Who waould impose that stay; the FDA?

ME., SPEARMAN: Your Honor, let me deal wich that
[or just a moment. Claxo sued Genpharm for patent
infringement claiming there was Form 2 in the Form 1 in New
York in September cof 1926. It is the position of Glaxo, as
we understand it, that that started, in effect, another 34-
month period running. So we understand it to be Glaxo's
position that there is a so-called autcmatic 30-month stay
in effect which would not run out until 3¢ months after
september 15946, We do not believe that bo be correct, but
we are filing papers with -- we have filed papers with the
New York court either asking for a ruling that such a stay
is not in effect or if it deems it to be in effect to

digsolve it. The Courts do have power to dissolve it.
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S0 whart I am saying to Your Honor is we are
taking every step we possibly can te go to market on July
25th, |

THE COURT: But if fhat stay remains effeckive or
if thers iz such a stay and it's walid, then you would he -
- notwithstanding your 1B0-day period of exclusivity, you'd
be barred from getting into the market, wouldn't you?

ME. SPEREMAN: If we -- I would say that's
correct, ¥our Honor. I mean, we are barred from getting
onto the market untii we have final FDA approval as, in
Eact, is ewverybody. 2And if there iz a stay against such
approval, until rhe Court fdissolveg a stay, then we would
not be able to get that until we gobt a declaration
dissolving the skay, in efferct, from the Court.

THE COURT: and che way you get thig 180 days, if
you get it at all, is becauge the FDA gzays that when --
what's the name Boehringer -- when Roehringer got a
district judge a Distriet Court opinion char was final in
March, that triggered the running of the 180 days, as
opposed to the earlier in time District Courk opinion from
this Court that had to go to the Court of Appeals and ger
affirmed and then that didn't become effective until the
Court of Appeals affirmed it. Is that what I'm
understanding?

ME. SPEARMAN: That is what I understand to be

8. GRAHAM & ASSOCTATES
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the FDA pcsitian, And if I might at this point yield to
Mr. Borden because I think he has got a couple of other
things to say on the FDA procedure and als=o which may be
aven more regponsive to the question of exclusivicy, if T
could yield to him for a few minutes.

THE COURT: £All right.

MR. BORDEN: Thank youn, Your Honor, for hearing
me today. I'm going to try to highlight a few of the
fnints of this wvary complex regulatory scheme rhat come up
in papers of various parties, and 1 think as Mr. Spearman
indicated, some of these papers didn't come to us until ten
o'clock last svening, in ths case of Geneva's papers.  They
are very complex, and T may nok be able to answer all of
your questions today and certainly would like an
oppertunity to fully explain the situation and answer any
questions yvon hawve, in writing, as best we can.

The firsc point I want to address is the Court's
concern that if the 30-wonth stay is still in effect that
Genpharm will not be able to go to market. As Mr. Spearman
indicated, it is Genpharm's position that there is no 30-
montli stay and can go to market.

Geneva arcues that if there is a 30-month stay
which prevents Genpharm from going to market there is no
irreparable hamm to Genpharm. That's not true, because

it's FDA's position that a generic company which has a
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right to exclusivity, even if it can't use it itgelf, can
walve it as to other parties. There are cites Lo the
Federal Reglster to that effect, and also we confirmed that
recently with Counsel for the FDA. That means that even if
the court in Mew York holds that Genpharm cannot go to
market on July the 25th, it can enter into an agreement
with Granutec or any of the other companies who can go Lo
market to allow them to go to market in the period that
otherwise would have been the exclusiwvity --

THE COURT: Suppose the court dossn't rule until
after August.

MR, BORDEN: Well, the option ig still there for
us to make such an amendment.

THE COURT: I mean, there are only a few weeks or
months left on this 188 days, aren't there?

ME. BORDEN: Under FDA's interpretation it runs
until August 29th.

THE COURT: And how do you know that the Court
will even geﬁ ko ik by August 29th? They haven't gotten to
it yet.

MR, BORDEN: We are making every effort Eo raise
that in az prowmpt a manner and get as prompt approval from
the Court in New ¥orlk az we can. That's what M. Haug's
firm --

TEE COURT: So let me get this straight. ‘The 180
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P.Q. BOX 3BD
ELIZABETH CITY, NC 27907-038%




14

131

1z

12

14

ik

16

17

15

13

24

21

22

23

24

. 25

58
days really isn't 180 days. It can‘t startc pefore Jﬁly

2hth, is that what everyhody agrees?

ME. BORDEN: HNo. The FDA says it starte on March

Ard.

THE COUORT: Uh~huh.

ME. BORDEN: S8n if we g0 to markeb on July 25th,
we only gét part of that 1B0 days.

THE COORT: Eut vet they Say it wasn't until June
17th that they told yvou you had this 1280-day right that
started in March.

MR. BOEDEN: There ig something strange about
that.

THE COORT: This is idlocy.

ME. BORDEN: Your Honor, one of the things --

THE COURT: How could you have 180 days without
knowing it and have it Tun against you?

MER. BORDEN: Well, we tend to agree with Your
Honor about Lhat. And one of the things that we would like
to be able to brief Fur the Court is the question of how Lo
calculate properly that 180-day stay. We have, we believe,
a potential disagreement with the FDA about that. I think
everybody --

THE COURT: Su yuu wailt me to enjolin -- vou're
going to ask me later on Lo enjoin the FD2 to give you 180

new days as a cross-claim because you're on the same side
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of the case with them.

ME, BOEDEN: Well, Your Honor, because of the
press of time and our ¢lient --

TEE COURT: It might be.. You're not sure, but
that might happen.

ME. BORDEN: Exactly.

THE COURT: Exackly.

ME. BORDENW: And one of the areas I think, as Mr.
Spearman indicated, that is complex and requires some
briefing and a deeper understanding of how these provisions
wark ig the calculation of exclusivity. It has been
difficult for me to understand --

THE COURT: So 1f zll the Courts grind to a halt
and are untimely in their decisions and get past Augqust
29th, as far ag the FDA is concerned, nobody would have an
exclusivity right. Glaxo would have kept ibks patent intact
without generic attack, and that would be the way it goes.

ME. BORDEN: I Lhink that's right. That would be
FDA's pogirtion.

THE COURT: Well, thatb's why I'm having this
hearing today instead of waiting a couple of waeks to have
ic.

ME. BORDEN: Well, if the Court would like us to
brief and put forward to ¥Your Honor as guickly ag we can,

and I think ir would kake just a tew days to do this, we
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can make -- we can fully brief all these igsueg, including
how to galeoulate the 180 days. Ik 1s terribly important
and it's complicated. 2And it will be difficult for me to
properly address it here today.

THE COURT: And the patent holder, no negative
comment intended, bacause they'rve not in the case, and thiz
iz just an observation, they have paid szome monsy Lo you
_and taken some money, supposedly, from Moveopharm and stand
te also have their patent extended now if everything sort
of works out to their liking.

MR. BORDEN: Well, the fact is that because there
ie this option for the exclusive ganeric oompany to waive
its rights and because there is great incentive for it to
do that, 1F it it=melf cannot use ik, we baliesve that there
is a very high probability that there ig going to he
generic competition in this market in July of 1997. That's
another tactor we think.

THE COORT: Well, but there's not going to be
generic competition without the FDA approving a genericg
manifacturer, which they haven't done yel, other than for
youy company. Right? Suppose you wanted to lateral your
right off hotwaen now and Augqust 29th, whoever caught the
pass wonid hawve to get in there and get FDA approval,
wouldn't they?

ME. BORDEN: There are tentative approvals that

5. GRAHAM & ASSOCTATES
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have been issued to these other companies, but they hawve
heen delayed until! August 29th hecausese of our right. We
can waiwve that and say you can go ahead. The FDA has
sanctioned that procedure. And if we can't go forward then
ic is certainly in our inﬁerest to strike a deal with
somebody who can.

THE COURT: Bufr you're not going to know whether
Ooxr not you can go forward uncil you get a mling from some
Judge in New York.

ME. BORDEN: Well, if we can go forward --

THE COUET: 0On the application of the stay, no?

ME. BORDEN: That's riaght:. That's right. Mr.
Haug perhaps can address the steps that we're taking to --

THE CODRT: You can take all the steps you want,
Lt unkil the judge makes a decision, there's nothing you
can do about it, Cbviously it's been in progress since
September, right, the case. And now all of a sudden in the
last week the issue of you having this 180-day right pops
into being with only, whatever, 50 days left on it or &0
days left on it

MR. BORDEN: Thar's right. We're doing our hest,
hut it's --

THE COURT: And the fact that it's got 50 or 60
days left on it is just shear coincidence. I mean, the

order in the Connecticut case, if that's where it was,
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could have happenad in January, or it counld have happened
in Becembey, in which case the time would have run by now.

ME. BORDEN: Well, Your Honor, one of the
PQEitgﬂﬂE we --

THE COORT: B¢ it's totally illogical, isn't it?

MR. BORDEN: Well, we'd like to have the
opportunity to put that in writing. We think at least one
of the positionz we could develop is that the case that
gives rise to the bheginning of a 180-day peried, that could
bae a case involving us when we win., 2And we can still win
and satisfy -- even if these requlationg are still valid,
we can still win.

THE COURT: But suppose you don't win for six
monthg, and the patent haz expired, and evervhody iz in the
market. You'd have 180 days of exclusivity a year after
the generics have been in the market, which would be
meaningless .

ME. BORDEN: MNo. If the -- if our period does
not begin to run unkil six months frowm now, and --

THE COURT: You're going to force everybody out
of the market by that. |

ME. BORDEN: Well, they wouldn't get in. We
would hopefully have a decision holding that that was the
correct interpretation.

THE COORT: EBuk %you don't have any way of knowing

8., GRAHAM & ASSOCIATES

P.O. BOX 185
ELIZABETH CITY, NC 27307-034&5S




131

12

13

14

15

14

17

18

i9

20

21

22

23

24

25

&3
that. I mean, you might not have a decision on the merits
in the Southern District for an indefinite amount of time.

MR, BORDEN: Well, it could be thiz Court's
decision that controls, because the calculation of the 180-
day pericd has bheen put in issue.

THE COURT: The attractive thing about this suic
ig that you'wve got everybody here. Hot that it's an
attractive place t¢ be, but that you have evarybody here,
so you might be able to get a ruling that was digpogitive;
ig that what vou're trying to say?

ME. BORDEN: Well, the izsue has been raised here
already. Geneva and Granutec have argued about how to
calculate those 180 days. 2And while we might prefer to
have the FDA look at it first or gome other mechanism, it -
- we need to consule our client who is in Burope at tchis
moment, but it is very possible he will want us to brief
these issues before you in the next faw days, and that is
one of the things we would like to do.

¥Your Honor, if I could highlight one more point.
It's more really a peint of administrative law than a FDR
law, but the gquestion, the ultimate legal question here, of
coursa, is whather the FDA has acted arbitrarily and
capriciously following the Mova decision here., And they
have emunciated their rationale for doing so, which 1is

unifermity. And when they stated that, the Court indicated
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agreement in that position. -Agencies often get battered by
the oourtse for not following court decisions.

THE COURT: I don't take issue with that. I
think that it's logical to be consistent, even if you're
WEONg .

ME. BORDEN: Well, that's exactly the point that
the cases would support; and as long as you believe chat,
¥Your Honor, I think the injunction must be denied. Because
ﬁs long as you think that they'we acted reasonably in
following Mova evenn if they believe Mova is incorrect, then
there is ne arbitrary and capricious agency actiomn.
Therefore no likelihood of success on the merits, therefore
no injunction.

THE COUORT: Well, but not -- I mean, the Court
isn't in the position of giving deference Lo clear error of
law. You're not telling me it's the business of the Court
to recogmize clear erxror of law and say, well, that's your
opinion, and I1'11 just go along wikh it.

ME. BORDEN: Well, Your Honor, we parhape, unlike
the FDA, we'va here to tell you that Mowva iz correct. The
igsue of -- although this requlatory scheme is complex,
this statute is actually quite clear in what it reguires of
somebody to get. 180 days of exclusivity. It'sg true, as Mr.
Spearman said, we believe that the purpose of this stakuke

is to provide an incentive for generic companiss --
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THE COURT: Do vou think the FDA is right ar
wrong on the final court action being in a U.S. Court of
Appeals rathex than sonewhere else?

MR. BOQRDEN: We think they're right about that.
We think that's a reascnable interpretation of the statute.

THE COURT: Haven't they dealt with some
contingencies and not with others? I mean, they don't
deal, they admit, with the Supreme Court. They just sort
af, ¥you kniow, sloth that off as well, evervbody doesn't go
to the Suprems Court but certainly Novopharm went to the
Supreme Court the first time and probably Glaxo would have
gone to the Supreme Court the second time if they hadn't
make their settlement. 8o my experience is they all go to
the Supreme Couart because there's btoo much at stake not to.

MR. BORDEN: Well, that would give more
protection to the generic firm.

THE COURT: And then you'wve got this triggering
decision, which is a District Court decision because
somebody, apparently, didn’'t chooss to appeal. So you've
got inconsistencies all over the landscape. You know, they
say -- in the Novopharm 2 case it only counts hecause they
want to the Court of Appeals, but in the Comnecricut case
they went to the District Court, so that's okay.

MR. BORDEN: Uh-huh. &nd I should inform the

Court that there is disagreement about whether or not
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Glaxo, in fact, appealed that District Court decision that
the FDA relies en ag the triggering mechanism. We bellieve
it's clear from the court file in the Fedexal Circuit that
they did. The Notice of Appeal said they did. Now, later
an their counsel gaid that they didn't mean to. But that
i not a formal withdrawal of the apﬁcal, and that appeal
remained pending until a later date, until June 4th.

THE COURT: So vou think the running of the time
should be when the appeal was digposed of in June, not in
March?

ME. BORDEN: Under the FDA regulation which ascts
the final resolution of the appeal as the corveck dake,
ves, it should be in June ar in April, the appellate
resclution of the Novopharm case if if's FDA's position --
bacauge April is now later than March, April counts. A=
I've said, Your Honor, it's very complex.

Your Henor, ancther point that has been
inginuated here is that it's clear that if these
requlatieons are valid and in plage, then thare is no parky
chat can have exclugivity. We wvigorously dispute that. We
believe that even under the requlations, ag they existed,
we would have a wvalid exclugivity, Genpharm would, and we
gent that position forth to the DA in our Citizen
Petition. The FDAR did not reach that deciszion because it

found the requlations -- it acquissced in the Mova decisgion
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not to enforce those regulations, which was our primary
argumsnt |

THE COURTE: Weall the longer I wait to make a
dacigion, the less wvaluable your asset i1s riqght now, the
chozen action of s=lling or trading or marketing vour
supposed exclusgivity; right?

MR. BORDEN: Well, it depends on when it begins
to run. If it's running now --

THE COQURT: The FDA sgays ib's running now.

ME. BORDEN: Under the FDA's interpretation you
are completely correct, ¥Your Honor.

Y wanted to point out one thing about Geneva's
Petition, which I gleansd from reading it late last night,
which is that they arve willing to accept Mpva part of the
way but not all of the way. They believe -~ and this is
because they are not a suécessful defendant -- so they
helieve the gucressful defense requirement is invalid, but
chey do not believe that the related recuirsment that a
party -- the FDA regulations that the party not be an
adjudged infringer. They believe thar regulation survived
Mova, whiech they need for thabt regulation to survive Mova
if they're geoing to -- on the side of Genpharm to try to
become firsk in line, -

Your Honor, the reasoning of Mova applies equally

Lo those two very related reguiationg. The reasoning is
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P.C., BOX 335

¥ Ter » HeTrTTT 1Tmer T marrfinT "o




10
11
iz
13
141
18
lé
17
18
149
20
21
22
23
24

25

68
that the statute does not place any conditionz octher than
being the first party with this Paragraph IV Certification,
and, therefore, Geneva's ﬁosition is untenable on that.

MR. LEE: Your Honor, if Genpharm is going tg be
talking about our pesition, shouldn't we tell you what it
is first?

THE COURT: Do you just want to talk tc him?

MR. LEE: No, Ygur Heonor. I'd like to have an
ﬁpportunity to explain Geneva's position.

THE COURT: Don't you think I'1]1 give you that
chanca?

HMR. LEE: I'm just suggesting it would be
apprapriate before he responds to it.

THE COURT: Do you want him to talk now?

MR. BORDEN: I'm just about finished, Your lonor.
And, as I gaid, bscause we only received Geneva's papers
vary late last night, I am not in a position to say a great
deal wore except - well, I'll leave it at that for now. I
join with the requeat Mr. Spearman made bto have an
opportunity Lo try to elucidate some of these matters for
the Court. Thank you.

THE COURT: 211 right. Mr. Lee.

MR. LEE: Your Honor, kboth Novopharm and, I
believe, Ganpharm have been before you before, yvou're not

aware Geneva has, although if you remember back tgo the very
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first case, both Glaxc and Novopharm handed up to you some
gsealed exhibits. Those sealed exhibits were deposition
transcripts and exhibits of a deposition of Geneva
scientists during that first litigation, which was on Form
2 and Novopharm is arguing that yon couldn't even make Form
1 because if you tried and used the prior art, you made
Form 2. During that litigation Glaxo and Novopharm took
depositions of cour people who at that time, starting back
as far as 19920, had developed a process for making Form 1
and had made Form 1 in very pure gquality and in large
amounts. Amdd I bring that up right now because I want you
to know that Geneva is the first party here who filed an
ANDA for a Form 1 product alleging that it was nomn-
infringing, And with that kbeginning, --

THE COURT: When did you do that?

ME. LEE: We filed in January of 1994, T believe
that Novopharm filed in Bpril of 1594, and I believe that
Genpharm's was significantly -- all the others were after
that .

THE COQURT: I thought Genpharm filed in February
of '491,

MR. LEE: They filed ~~ their first ANDA was on a
Form 2 product with a Paragraph IV Certification that the
Form 2 patent was invalid. That followed with Novopharm's

ANDA saying that the -- again, they wanted to make a Form 2
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product. 7They admitted infringement but said that the --
basically the Form 2 patent was invalid.

Thagse were the first two lawsuits, the one tharn
ended in a victory for Glaxo over Novopharm and the one
that ended in a congent judgment by Geanpharm. HWe were the
third ANDA to be filed, and nuf lawguit was started thirpd
and only because of the vagaries of the district court
dockets in various jurisdictions and becauss our action wag
stayed to allow Glaxo to prosecute the Genpharm action and
sCayed during rthe pendency of the appeal of the Novopharm
cage, we haven't gone to trial yet.

THE COURT: Where i= your cage?

MR_. LEE: Our case is in New Jdergey.

TAE COURT: We're fast down here in North
Carclina.

MER. LEE: And we've peen on a pretty glow track.
What I'd 1ike to say, Your Honor, i& we agree with the FDA
and wilh Genpharm that the Mova decision -- that the FDA
was within its discretion to fallow the Mova decision in
this Court. And, in fact, I can go inta the reasons why we
believe Lhe Mgva decision is a valid decisgien, but I would
like to g0 bto our main point, which is -- which addresses
your commenbs that you thought it was ridiculous there was
an inchoate 1BO-day period which always vests in the one

that's firsL to file. BAnd _the fact ig there is no such
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inchoate 180-day exclusivity perled. It dosen't wvest
necessarily with the one who ig the first to file, and the
FDA has promulgated regulations which address this very
fact. If you look on page 6 of our brief, you'll scc the
regqulation in point, 314.94{a}12, which provides that if
you have an ANDA application with a Paragraph IV
Certification which ig later adjudicaﬁed invalid in
litigation that that is then -- the FDA says you, ANDA
applicant, must file a Paragrﬁph ITT Certification, and we
will treat that application as though a Paragraph v
Certification was never filed. And in the commentg they
say, this means that the subseguent ANDA applicant can get
2 180-day exclugivity. MNow that's sxactly what happened in
the case of Genpharm. That's exactly what happened in the
case of Novopharm. They were both adjudicated infringers;
they both were required by the FDA to file a Paragraph III
Certificaticong; they both lost their place in line. A&and
you're .right, that inchoate 180-day exclusivity 4id aot
attach to them. It came down to Geneva, third in line with
the first to file a Form 1 Paragraph IV Certificatiom,
We're the ones who are the first to £ile an ANDA containing
a Paragraph IV Certification; we're the ones who are
enticled to exclusivity.

THE COURT: And when does that begin to run?

MER. LEE: We have followed the FDA'sS

5. GRAUAM & AJISOCIATES
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caleculations. That is the long-standing -regulation of the
FDA in maying it follows from the Court of Appeals, the
final decizion of the Court of Appeals, but we argue that,
in fact, the Court of Appeals decision which should be
followed iz the Court of Appeals decision which upheld your
ruling, the Court of Appeals decisfion on April 4th, 1997,
and therefore the period does not end until Qctober of 1997
-- October 1st of 1397,
| Now, as far as Genpharm's statement before that
wa Are -~ we are upholding part of the Mova decision and
not uphelding regnlations which are affectad by the Move
decision in the facrk -- in another part, that's not
accurate, ¥Your Honor. The only regulation that Mova held
was invalid was actually one section of one requlation,
314.10%. That regulation implementg 355(j) {4}, which is
the regqulation which governs the approval of che Mova
decision. The regulation 314.94(a} (12) chat 1 spoke about
before was adopted and implemented in 355(3j) (2}, which is a
separate section of the starute. By the way, these
implementation is fully sek forth in the comments that go
along with the regulations. It was adopted to implemenr a
different statute, different section of the sratute; and
the fact is that there is na reason why this Court cannot
approve of Lhe -- go along with the Mova decizion and at

the same time follow 314 .94{z) (12}.

5. GRAHaM & ASSOCIATES
BF.O. BOX 385




10
11
1z
13
14
15
18
i )
18
19
20
21
22
23
24

25

T3
That is basically what T wanted. to say, Your
Honor. If vou'wve got gquestions for Geneva, I'd be pleased
to take them.
THE COURT: I might. ILet me think for a second.
Thank you; you can have a seat.
Let me ask you this, Mr. Lae. It looks to me

like you could spread it ouk thie way. Genpharm has the

first in rtime filing in February of '91, but that was then

A Form 2 AHDA, which they did nob prevail on, whicﬁ WAz
later converted into a Form 1 by the filing of the
Paragraph TTV,

MR. LEE: Into a Paragraph IV Certification
covering a different product, a Form 1. produckt.

THE COURT: Right. Okay. And so chey're
garliest in time but: not sarliest in time with a pure Form
1 applicacion.

ME. LEE: That's coxrrect.

THE COURT: and they haven't prevailed.

ME. LEE: Thab's correct.

THE COURT: HNow, Novopharm has the second Form 2
later converted inte Form 1 application, so they're later
in time in chronological filing, but they alsc have
prevailed. So they prevailed, but they'rs neither fifst
with a Form 1 filing nor first with a converted Form 1

filing.
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MR. LEE: 'Well, actually, ¥Your Honor it's a
little more complicated that that. Novopharm filed the
firast ANDA on Form 2. The FDA deozsn't allow a single
generic company to file two separate ANDAS on the same NDA
and, therefore, Granutec was the one who f£iled the Form 1
ANDA. There are two separate aNDAs, and there are two
soparate clocks that the FDAR has ticking here. And we
belicve that --

THEE COURT: Wait a minute. You can finish up on
that .,

Novopharm had te split its ANDAS between Granutec

and Novopharm, and one took Form 2 and the other took Form

L.

MR. LEE: That's what we believe, Your Honor.

THE COURT: 2And how did that happen? Which took
what ? |

MR, LEE: I beliewve that Novopharm had the Form 2
ANDA .

THE CQURYT: Which was April of '91.

MR, LEE: Yes.

THE COURT: And what did Granutec have?

MR. LEE: Granutec had the second ANDA, which was
tiled in April of 1994 following CGeneva's ANDA on Form 1 in
January of '94,

THE COURT: So Granutec has the secaond Form 1,

5., GRAEAM & ASSOCIATES
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ME. LEE: That is correct, Your Honor.

THE COURT: And Novopharm has the hybrid,
converted Form 2, Paragraph III, Form 1 of April of '51.

MR. LEE: I lost it there.

THE COURT: Well, the reason Genpharm is here is
becausge they had a Form 2 applicaLion that they then lost
but converted undexr Paragraph III to a Form 1, is that not
fight?

MR. LEE: 1 may not understand the FDA's
reasdning, and I don't think that they'wve ever set it forth
here. I think that the FDA, basicalily, has taken the
pusition so far that Genpharm is the first to file any ANDA
conLaining a Paragraph IV. They have then nonapplied
314.94(a} and they have simply taken the, T guess, the
explanation that that first Paragraph IV, even though it
was later adjudicated to be invalid, that that is the one
that gives Geanpharm now the right to exclusivity, even ,
though they lost it.

TEE COURT: Well, no, it matters as to whather
it*'s Form 2 or Form 1 --

ME. LEE: It certainly does.

THE COURT: -- because the Courts have held that
these are separate patents. I mean, if we're golng to just

mix them together, then we're back to sguare one here. So

. GrAHAM & ARSSOCIATES
B.0. BOX 385
ELIZABETH CITY. NC 27947-0385




iq
11
iz
1z
14
15
la
17
18
15
20
21
22
23
24

25

75
they're separate patents; they’re geparate drugs, and - -

MER. LEE: I think the FDA should speak to that,
but I think that if the FDA is relying on that 1991
Parigraph IV Certification, then that is clearly wrong,
because that one was adjudicated invalid., And if they're
relying on the second Paragraph IV Certification, that
follows au?s, and that follows Wovopharw's tog. Either
way it's wrong, Your Honor.

THE COURT: Well, I mean, is this a point that
needs te be cleared up or not?

ME. LEE: T don't think it nseds to be cleared
up, Your Honor, because under our analygis of the case,
314.94(a) {12} says we are the first in line.

THE COURT: Well, it might need tc bec clcared up
under my analysis in the case, okay?

MR. LEE: Obviously, Your Honor.

THE COCORT: Yeah. Mx. Spearman, do you know bthe
answer to that?

ME. SPEARMAN: I will just speak very bricfly on
one peint, which may he of some help.

Though there were separate Glaxo patents, as you
are quite well aware, pertaining to one covering Form 1 and
Form 2 apd onge just Form 2, it 1w oy undcrstanding and our
understanding that the FDA has always regarded Form 1 and

Form 2 ranitidine hydrochloride as bheing, for FDA purposes,
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the =zame drug. And Cenpharm did not file, Your Honor, a
new or a geparate ANDA. And nothing about Genpharm's ANDA
was ever held invalid. What happened was that Genpharm
2imply requected to proceed with a Form 1 product instead
of a Form 2 product, and the FDA indicated that that was
totally appropriate, that it could be done by miner
amendment and indeed that it wowld not be appropriate te
file a new or different ANDA for Form 1 as opposed to Form
2 bacause the FDA congidered them the zams. That is my
understanding. And certainly the FDA coungel might hawve
more light bto shed on that, but that is the way we are
proceeding. |

THE CODRT: So you'wve never filed a Form 1
application?

ME. SPEARMAN: No, Your Honaor. Genpharm, Your
Honor, has only filad one ANDA on this drug -- on
ranitidine hydrochleride ever, and it's the one to which
you referrad; it was filed in February of 1291.

THE COURT: And the thing that you were gﬁiﬁg to
maice then wag Form 2?2

MR . SPEAﬁHhH: Thatts correct. We were going to
make Form 2 but then later we requested to amend to make
Form 1.

THE COURT: When did you do that?

MP_. SPEARMAN: That was earlyish in 1%96. I

§. GRAHAM & ASSOCIATES
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don't have the exact date, Your Honor. That may have been
March. The date would be in some of the papers. I belieave
it was March.

TEE COURT: And you're treating rthat as a
relation back to February of 199172

ME . SPEARMAN: Well, Your Honor, we'rve not realiy
CLreating it as a relatien back. I mean, it was an
amendment to the ANDA, so it wasn't 2 new AMDA, and the FDA
told us it shouldn't be 3 new ANDA.

THE COURT: Rutb yet they're accepting Form 1
ANDAs from some pergpectbive mamufacturers, aren't they?
They're making or accepting distinctions between Form 1 and
Form 2.

MR. SPEARMAN: Your Honaor, as I understand it,
and, again, the FDA4 counsel may certainly wish to speak to
this, the FDA regards ranitidine hydrachloride Fﬁrm 1 or
Form Z, L[or drug purposes, as the same drug, even though
there are different pertinent patents.

THE COURT: But the law now considers them to be
separate druys for patent purposes.

ME. SPEARMAN: That's corract, for patent
purpases, Your Honor, but not for drug purptases .

TEE COURT: I mean, they wouldn't accept and they
couldn't authorize an ANDA for Form 2 because it would

vielate a patent Lhat's going to be in existence until

. GRAHMAM & ASSOCIATES
P.0O. BOX 385

ELIZABETH CIT¥, HC 27907-0385



10

11

12

13

4

15

16

17

18

19

20

21

22

23

24

25

79
2002 .

MR. SPEARMAN: Por patent purposes the drugs are
different; for requlatory purposes I am informed that the
FDA is reqarding Form 1 and Form 2 as being the same drug.

THE COURT: Well, they wouldn't -- the reason
that in '51 your ¢lient and Novopharm were filing ANDAs
that described Form 2 was because you wanted teo challange,
you wanted to infringe and challenge the existence of Form
2, the patentability of Form 2.

ME. SPEARMAN: That's correct, Your Honor, both
Novopharm and Genphatrm were challenging, at that point in
time, the validity of the Form 2 patent.

THE COURT: Arwl Che reason that the current
applicants are mot filing Foxm 2 applicaticons is because
thay want to be approved, and they know they wan't be
approved i1t they file Form 2 applicatiﬂns. They're naot
challenging, any longer, the patentability of Form 2,
becauss that issue has been resolved.

MR. SPEARMAN: Well, ¥our Honor, I certainly
underscand that Geneva is seeking to make a Form 1 produck.
11 I would say to that is I know there are a ounber of
pieces of litigation bDetween Glaxo and generic companies,
iocluding the ones here. It may very well be. 1 rather
think ir's probably the cage that in some of those a

generic company is, in fact, challenging the wvalidity of
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the Form 2 patent. Certainly Genpharm ig not, certainly
Geneva 1s not and, obvioualy, Novopharm and Glaxo --

THE COUDRT: Wcll, they would have to do it in
such a way that it circumvented collateral costoppel as that
may be a kar to the igsues that have already becn
litigated,

MR, SPERRMAN: It would be a problem, chviously,
if someone were not parties to the sulk, and I'm simply
informing the Court

THE COURT: But partics --

¥R, BEPEARMAN: I have seen pleadings in which
aother generic companies arc asserting that patent is
invalid. That's all I'm sayving.

THE COURT: But being a party wouldn't matter.
Collakteral estoppel would bar nonparties as long as tﬁoae
issues were in the case.

ME_. SPERRMAN: I don't bhelieve ik would, Your
Honor .

THE COURT: Sure it would.

MR. SPEAPRMAN: The fact that there was a finding
of validity and that that was upheld by the Federal
Cireuait, it might well be by way of stare decigis that that
would persuade a court that it should uphold the patent.
Bub I don't think az a technical matter it would ke

collateral estoppel unless whoever they were trying to
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estop had been a party to the first suit.

THEE COURT: That would be res judicaca. It would
be collateral estoppel as to the issues that were |
litigated. Certainly best methed and double patenting, I
mean, there may be some fraud on the patent office. Those
things are all bound by collateral estoppel.

MR, SPEARMAN: If any of those i1zasues had been
decided againgt CGlaxe in the first round of litigation,
Glaxoe wourld have been collaterally estopped in gsubsequent
litigation,.but, Your Honor, I don't believe it to be the
cage that an entitfy that wasn't a party to the suit would
be estopped unlegzs that new party was somehow in privity
with or under the conkrol -- or was controlling the party
that wasn'kt an entity to the first guik.

THE COURT: Th-huh.

MR, SPEARMAN: I think that to be the case.

THE COUORT: I don't agres. All right.

Let ma agk the FDA, why haven't you wmade a -- why
haven't you discriminated betwaen Form 1 and Form 2
applicanta? It seems to me you're leaving yourgself wide
open here,

MR. CUTINI: My understanding is, Your Honor,
rthey regard this as one drug.

.THE CODRT: PBut Iit's not one drug. If it was ane

drug, then the patent should have been inwvalid, the second
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patent .

MR, COTINI: My understanding is -- and I'm not
intimately familiar with this issue -- but I think they
regard it as one drug because it works in the body -- they

work in the body the same way. And this is [or FD3
PUrposes.

THE COURT: TYezh, but you couldn't go tg the FDA
right now and ask to make Form 2 ranitidine and get
approval to do it, because there's a pabent bar to it. And
they're agreeing with that. In fact, that would be an act
of infringement.

M8, COOK: Good afterngon, Your Honor.

THE COURT: Yes, ma'am.

KS, COOK: If I might, the issue is Lhat the FDA
does not have expertise in the area of patent law, and the
PDA was never given the task of determining these issues as
to whether or not a patent is infringed. That is why the
statutory scheme is such that when someone has [lled an
ANDA with FDA it is required to cite specific patenus.
These are identified already in the Crange Book, a 1ist of
approved drugs and any patents claimed. Sc that anyone who
is sgeeking approval of an ANDA from FDA is required to cite
those and give notice to the patent holders. FDa then will
not decide the ANDA until the patent issues are decided

outgide of PDA in a courtroom such as this. So that FDa
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doesn't look at a patent and determine whether or not it ig
infringed. Instead it is left to -- we'wve heard the
District of New Jersey, the District of Connecticut.

THE COURT: But you wouldn't approve the
gapplication during the pendency of that challenge.

M5, COOK: That is correct, Yﬂur.Hongr, we Cannot

approve it. The statutory scheme is such that we cannot

apprave 1t for 20 months or unkil a Court authorizes ug to

apprave it. It is also 8=t up so that if litigation is
taking longer than 30 months, then our approval would also
be stayed, and we would nokt be able to. But FDA does not,
in fact, determine, wves, this would be infringed or this
would not bhe infringed.

THE COURT: Well, clearly until March of '96,
Genpharm had an application to make only Form 2, which was
scmething that you could not approve them to do.

M5. COOK: That would be correct, Your Honor.

THE COURT: And then after March of '96 they
changed their application to include Form 1, which you --
following the expiration of the patent, you are anthowxwized
to approve them to make.

S50 why didn't you count March of '96 as being the
running dakte for their applicaticon since that is the firstc
time that they could make something that you could approve.

MS. COOK: We approve applications for particular

S5, GRAAAM & ASSOCTATES
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drugs. We do not approve applications for particular ways
of making drugs or particular --

THE COORT: But vyvou see my point. I mean, I
understand what you do. The point is, Lhat until March of
‘96 they never had an application pending to do something
that they would be permitted to do, and then atfter thatc
they did have an application pending to do sowething that
they would be permitted fo do. S0 why not use that date.

M5, COOK: Well, Your Honor, we leave tChat Lo the
oukside litigation, outside of FDA. And we would simply --
in this case we would lock in the Mova case --

THE COURT: But that case doesn't address this
point, does it? It doesn't address when Lhe starting date
shounld be where earlier in time Lhe -- 1n that vase the
applicant had an agpplication to do someLhing that they
could do. And here the applicant doesin't. They had an
application from February of '3%1 unk:il March of '$6 £o do
something Lhat they couldn't do and they can't do now, that
is make Form 2.

M5. COOKE: Your Honor, wheﬁ I =ay that we follow
the Mova decision, in fact the judge did comment on the
very situation here. He noted that Counsel had in Lheic
oral arquments opposing Lhe Motion for a Prelimiuary
Injuncticn, Counsel for FDA and Mylan laid out scenariocs of

what could happen if the statute were applied as written,
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without the successful defense requirement. They argued
that the statute, as written, encourages frivolous --
frivolous ANDA filings and that without the successful
defense reguirement the entry of generic drugs into tlie
market could be delayed or even manipulated.

Mylan predicted that if Mova loses the Updohn
patent infringement caze or if the patent litigaticn is not
concluded at the end of the 30-month aufomatic stay, Mova
will neot dare to market its product.

So that the Court here noted tEhat the -- an
analogous situation was before it where the first to file
lost. But Judge Rehertson's ruling was that the operation
of the statute on the facts of this cage may appear to FDA
to be unwige and may appear to Mylan to be an invitation
for abuge, but their remedy lies with Congress and not with
this Court.

THE COURT: But the difference 15 here in this
case Genpharm didn't even have an application to do
anything that they could be authorized to do until March --
'96.

M5, COOE: Well, Your Honor, I'wve alsc looked
quickly at Geneva'sz papersg, so I'm not entirely ready to
respand, but my undersgtanding is this: that Genpharm made
an appl ication under -- to make a specific drug and dida't

advise FNA -- it later advised FOA that two patents would
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be involwved. We had knowledge that two patents would be
involved and left it to the court to resolve it. The next
information that came to us --

THE COURT: You understand that the two pacents
had to do with Form 2, don't you, that there wasn't omne on

Form 1 and one on Form 272

M5, COOK: I believe their first £iling -- and
I'm ready to be corrected -- but [ believe that their first
filing was -- cited both patents to FDA.

THE COUERT: Eut the point iz that there are more
than two patents, ane of which, I believe, applies to Form
1, and at least -- and the two that they referenced applied
to Form 2. BSo the fact that there were muliiple patents
deesn't mean that they were addressing both forms. Did you
understand that?

MS. COOE: I understood your point. That wasn't
my understanding.

THE COURT: Well that is the fact.

MS, COOK: Okay.

THE COURT: Is it not? When you filed your
ANDA -- when Genpharm filed ibs ANDA in February of '83,
the patents you refarsnced were the patents for Form 2, not
Cthe patent for Form 1.

ME. SPEARMAN: Your Honor, as 1 uwnderstand ik,

the FDA has something which they refer to as a ¥Yellow Eook
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where they list the palents that apply to a drug. And for
Glaxo the 431 patent and the 658 were listed, I believe.
Genpharm'e first certificaticn was to certify thak it
believed that the 431 patent was invalid and to certify
that it was sesking to market when the 658 expired, the
basic patent which covers bobh forms.

Does that answer your guesition?

THE COURT: HNoO.

ME. SPEARMAN: Well, I'm sorry.

THE COURT: I]m sorry too. Who kiows wlhat the
patents are? The 431 s --

MER. SPEARMAN: Perhaps Mr. Haug could --

ME, HAUG: Your Honor, if I way --

THEE COURT: Let me ask Mr. Green. I1'll get a
straight answer [rom him.

The 431 pateant is the Form 2 patent; right?

ME. GEEEN: That's corrcect, Your Honor,

THE COORT: And then what's the process patent
for Form 27

ME. GREEN: That's the 133 paﬁent,

THE COURT: 4ll right. 2&And what's the other one,
G5EB?

MR, GREEN: 6504.

THE COURT: And that's only Form 17

MR. GREEN: That's ranitidine hydrochloride.
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THE COURT: The generic ranitidine hydrochioridE?

MR. GREENM: Correct.

THE COORT: Whicrh rhat was the first patent?

MR. GREEN: Thabt's correct.

THE CONRT: At which time Glaxo said they didn't
know there was Form 2.

MR. GREEN: That's correct.

THE COORT: All right. Now, when you -- what
were the two patents that were addressed in your February
ol 781 filing, 431 and €58 or 431 and 1337

ME. SPEARMAN: hAre yvou speaking to me, Your
Honar?

THE COURT: Yes, sir.

MR. SPEARMAN: I think none of the generic
companies, certainly not Genpharm, ever certified against
the 133, The 133, as I understand it --

THE COURT: Is che process patent.

MR. SPEARMAN: -- processes for making ranitidine
hydrochloride so they don't list it in thedir Orange Book,
so none of generic companies cerkified with respecr to ir.

THE COURT: You certified against 431 and 6587

MR. BPEARMAM: I believe initially, Your Honor,
with respect to the €58 we simply certified when it wagc
going to expire, which weant we were not contending that it

was invalid. During the course of the litigation, I
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believe, ¥Your Honor, it was in lakte 1993, we made an
additional certification and certified that we believed the
658 patent was invalid. That was while the first lawsuit
wae pending after it was transferred by you up to the
Digtrict of New Yaork.
2ndgd what Genphaxm, the situation now, you wers

talking about whether we were applying for anything that we

c¢ould de. OQbviously it's Genpharm's belief that it can

make Form 1 without infringing the Form 2 patent, but of
gourse Glaxo iz conkending that that is something we don't
have a right te do hecause our Form 1 doee infringe the
Form 2.

THE COURT: What did you do in March of 1967

ME. SPEARMAN: In the spring of 19%6, Your Honor,
we told the F -- we had filed -- we had filed an ANDA which
has the number I think it's -- well, anyway, the ANDA that
we filed in February of 1991, it is the same cne that has
been pending with the FDA all along. In the spring of 1996
we informed the FDA that we would iike to make an amendment
Lo that ANDA to propose that we get approval for making a
Form 1 ranitidine hydrochleoride product. The FDA informed
us, in effect, that thiszs would be a minor amendment to your
ANDA. Jt's not =zomething for which you should go f£ile a
new AMDA, that we at FDA regard Form 2 and Form 1 as being

Che same thing, so we did that amendment.
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THE COURT: Sc¢ in Pebruary of 891 you applied for
an ANDA to make Form 2 and zaid that patent 431 was inwvalid
and patent 658 was imvalid.

ME.. SPEARMAM: Well, Your Honeor, when we
initially filed it we said that we believed 4131 was
invalid, and we gimply certified when the 58 would expire.
In other words, we did not initially certify we believed
the &58 to be invalid. We added a certification during the
courge of the first litigation. I believe it wag in late
1992, and we then certified that we believed the 652 was
also inwvalid.

TEE COURYT: But you didn't apply to make
ranitidine again at thar tima?

MR . SPEARMAN: No, we did not, Your Honor., As I

said --

THE COURT: Mokt until March of "667

MR, SPEARMAN: The ANDA that's bheen there is the
one rthat wag filed back in '91. It's the date -- ik's the

Spring of '3&, as you just gaid, when we said we would like
to amend this to seek approval --

THE COURT: To make Form 1.

ME. SPEARMAN: ~- to make Form 1; right. And the
FDA said, that's what we at the FDA call a minor amendment;
and the way to do it is to make a winor amendment, nokt to

go file another ANDA. So thak's what we did.
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TEE COURT: All right.

ME. SPEARMAN: 2And we informed Glaxo of that, and
Glaxc sued us in the Scouthern District in a suit which wvery
generally ppeaking is comparable to the second one you
heard in Glaxo agalnst Novopharm where Glaxo says your Form
1 has really got Form 2 in it, and it's infringing, and
that's the suit that's pending up therea.

TEE COCRT: And, Ms. Cook, why ign't the March
135 amondment the operative date for determining that
Genpharm has an ANDA pending?

MS. COOX: Your Honor, the FDA's -- the FDA had
the following knowledge. It had knowledge from Glaxo that
it wae citing two patents in itg Orangs Book. It had
knowledge from Genpharm that Genpharm intended to make
ranitidine hydrochloride. It told FDA how it -- generally
how it planned to make it from a scientific peint of wview
and not from a patent law point of view. BAnd then cited to
FDA the s#pecific patents that would be involved and then
made tﬁe Paragraph IV Certification with respect to one
patent and the Paragraph IXIT Certification with respect Eo
the other.

The statutory scheme is such that FDA could
review an application without knowing the substance of the
patents so that if you are asking FDA that question then

what you would require ug to do is to go beyond the
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applications and into the merics of the patent claims,
which we have never done and which Congress expressly left
to the province of the private litigation.

THE COURT: Let me ask you this if | can indulge
me and shift gears for a gecond. In the year 200Y, Form 2,
the patent 431 is doing to run out. Are ¥ou going to give
2 generic manufacturer the right £o make that and a 180-day
exclusive period beginning at whatever the time is in 2002
because they have now pending an ANDA, and, if you are, how
are you going to do that?

M3. COOK: ‘'lhe answer is we are not.

THE COURT: Why not?

M5. COOK: An applicatian thab centaing a
Faragraph Certificarcion only has precedence, priority
exclusivity over other Paragraph IV certifiers. If the
patent is run out, then we have Paragraph IIT certifiers,
and there would be no question of exclusivity chere.
Exclusgivity only applies when you have Paragraph IV
Certification. When a patent expires it changes to
Paragraph IIT Certification, and there is not exclusivity
with respect bto those under Paragraph III.

THE COURT: So what we're learning from this
evolving process is that there is probably no difference
between Form 1 and Form 2 at all and chat Glaxo was plenty

licky to get the second patent, much less have it affirmed.
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M5. COOK: Well, I can't speak to the merits of
their patent law claim, bnt T can tell you that FDA in its
madical and scientific axpertige has determined that they
funceion in your body in the same way and that for purposes
of FlliaA'gs scientific review they are rthe same,

THE COURT: So there ign'h going Cce be a generio
Form 2 becanse it would be pointless.

M3. CODK: Pointless, perhaps. I can't make that
.determinatiﬂn_ it could b» chat somesone would want ©o do
that ar zome later time for some reason, bhut it is ¢lear on
the basizg of the record that FDA has determined that
ranitidine hydrochloride Form 1 and Form 2 are
interchangeable for purposes of --

THE COURT: And that's why we're all here today.
Because effectively, notwithstanding the litigation in 1993
and the Form 2 iitigation, it really deoesn't amount to
anything because when thisg patent runs Gut in July,
effectively the patent on ranictidine has run oub, more or
less.

MS. COQK: It appears SsoO.

THE COURT: Okay.

MR. LEE: Your Honor, if I could speak to one
oLher point. TIc appears [rom what I've heard Crom Genpharm
and Lroum the FDA that Genpharm never formally told the FDA

thalt its certification had been adjudicated to be invalid,

S. GRAHBM & ASSOCIATES
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and therefore the FDA never had the opportfunity of zaying
to Genpharm, coh, now you have to file a Paragraph III
Certification as Rule 314.5%4(a) (1) requires. 2And there
was a period, I balieve, af about six wmonths bebtween the
time that Genpharm's patent -- I'm sorry -- Genpharm's
application and lawsuit where they had consgented to
infringement, they had been adjudicated to be infringers,
gix months between the time that happerned and the bEime they
filed theiy Form 1 minor amendment with the FDA. During
that pericd, apparently what I'm heaving is, they never
told the FDA that there had besant an adjudication of
infringement and therefore the FDA never had the
opportunity ko tell them you must file a Paragraph III
because that is our regulation, and we are going to follow
our requlations,

THE COURT: Well, to geb back to the guestion T
was asking you about ten minutes ago, Granutec ig the only
party who has successfully prosecuted a eclaim and is first.
You're firgt in time on Form 1, but vou haven't
successtitlly prosecuted a case.

MR. LEE: We have not successfully prosecutbed,
Your Honor, and I think that in this case you should taks
judirial notice of the fact that the reason we haven't is
because ocur cage has been stayed pending this case, the

appeal of this case and pending the Genpharm case. We have

S. GEAHAM & ASSOCTIATES
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been stayed for, I would say, waybe 16 months, I filed a
Motion for Summary Judgment in New Jersey in May of 1996,
and it has not yet been heard. Why? Because of these --

TEE COURT: Because you're in New Jersey.

ME. LEE: I'm not saying anything bad about the
judges in New Jersey. But I'm saying that different courts
have different docket systems. It deesn't make sense rhat
the right to exclusivity should depend on whether or not
our wmuit has been completed or, through no fault of our
awn, that we find ourselves still in the middle of
licigation.

THE COURT: Okay. Well, let me take a brief
recess and we'll come back and decide some procedural
matters.

{OCE the record at 4:30 untll 4:40 p.m.)

THE COURT: W%Well, [rom a procedural standpoinl,
I'm wiliing Lo give vou untll close of business on the 3Gurh
to respond, those who wanlb o respond., and Lhen I'11 rule
onn it. If you are going Lo file any opposing c¢laims, they
will meed to ke [filed. Aayihing else? T know everybody
wanks ta get out of here.

MR. GREEN: Does that include Granutsc as well as
-- as Far as supplementing the papers in response.

TEE COURT: Yeah, I mean, I'll hold off on doing

anything until the end of the 30th, but after Lhat whenever

5. GRAHAM & RSSOCTATES
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I get it dome, I'll file it, and I understand the timing.

Ckay. Thank you very much.

{Hearing adjourned at 4:41 p.m.)
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IN THE UNITELD STATES COHIET OF AFPEALS
FOE THE DISTRICT QF COLUMBIR CIRCUILIT

Nos. 397-5082 & 97-5111

MOVA PHARMACEUTICAL CORP.,
Plaintlff-Appelles=,
V.

CONNZ E. SHALALA, Secretary of Health and Human Services,
MICHEEL FRIEDMAN, M.D., L&ad Deputy Commiasioner of
Food and Drug Administration,

Defendante,
MYLAW PHARMACEUTICATS, IHNC..,
Intervgnar—Defendantfhppellant,

PHARMACTA & 1TPJOHI COMPANTY,

Zppellant,

BERIEF POR THE FEDERAL CGOVERNMENT

STATEMENT OF THE ISSUR

Whether the district eourt erred in granting alpreliminary
injuncrion hased on its rejection of a Food and Drug Administration
{(FDA} regulation that interpreted a statutory provisicn granting
180 days of markef exclusivity to a generic drug manufacturer.

STATUTORY AND REGULATORY PROVISIONE IHVOLVED

Pertinent provisionz of the Drug Price Competition and Patent
Term Restoration Aot of 1984 {(the HUatcoh-Waxman hmendmenps}. Fub:. L.
He. 98-417, 58 Stat. 1585, 21 T.s.{I, 35503}, which amended rthe

Federal Food, Drug, and Cosmetic Act (FDO Act), 24 U.5.C. 301 et




seq., and pertinent provisions of FDA's regulations are attached ag

2ddendum L, the statutory and regulatory addendum to this brief.

STATEMENT OF JURISDICTION

Tha djstrict.court had jurisdiction over this aclion pursuant
te 28 U.§.C. 1331. The district court entered an order graoting
a preliminary injunction on January 23, 1597. J& 16%. The court
denied Pharmacia & Upjoln Company's {Upjohn) motion to intervenc on
Febyuary 10, 1997. JA 182. Mylan Pharmaceuticals, Ine. (Mylan)
filed a nocice of appreal on March 21, 1997 [JA 198}, and Upjohn
filed a notice of appeal on April 11, 18937 {(J& ¥, hooked Entry No.
46} . This Court's appellate jurisdiclion to review the preliminary
injunction is inwvocked pursuant to 28 U.S.C. 1292(a). {By order
dated Moy 19, 19%7%, theo Court granteﬂ the federal government's
motion to be aligned with the appellants for purposcs of bricfing.)

STATEMENT OF THE CAEE
1. Nature of - the Case.

This casc conccrns ﬁhc cntry into the market of a micronized
glyburide product- for the treatwent of diabetcs. Pursuant to the
Hateh-Waxman Amendments, FDA promulgated a regqulation that
addresses when a generic drug ig gntitled to 180 days of market
exclusivity before other generic wvorsions of the same drug can be
approved by FDA. Under FDA's regulation, only the first applicant
to file an abbreviated new drug application (ANDA) f5T approval of  ~
a generic drug product that (1) challengéﬁ a patent., (2) ia =zued

for patent infraingement, and {2} EuccEssfuily defends that suilt is
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entitled to the 180 days of market exclusivity. The district court

{(Judgc Robertson) ruled that FDA's regulation was contrary to the

plain iggéuage af the statute and that the 180-day périocd 5f market
exclusivity mbst be awarded to the first 2ANDR applicaﬁt that
chalienges a patent without regard to whether that applicaﬁt ig
sued for patent infringement or, 1f Eued, whether or nsat that
applicant succeeds in the patent infringement suit.

2. Statuitory and Eegulabory Background.

At issue in this casc are proviszions of the I'pd act and itz
implementing regulations that apply to the approval of new and
generic dyug applicakions. These provigions were added to the FLOIC
Aot chrough the Hatch-Waxman amendments: of 1984, Title I of the
Hatoh-Waxman Amendmentrs was intended "to make available more low
cost generic drugs by eslablishing a generic drug  approval
procedure tor picneer drugs first approved after 1%§2." H.E. Eep.

Ho. 857 {Part I}, 98th Cong., 2d Sess. at 14 (1984, rEpriﬁted in

1984 U.5.C.C.A.N. 2ZR47. ImEil the Hatch-Waxman Amendments,
manufacturers of generic drugs first approved after 1962 generally
were required to duplicate the time-consuming and expensive safety
and effectiveness studies already performed on Lhe ploacer drugs.
The Hatch-Waxman amendments permit these generic drug manufacturers
to rely on FDA's prior determinaticns of the safety and efficacy of
the picneer drug. H.R. Rep. No. 857 {Part I}, .28th Cong.,.2d Scos.

at 14-1% (1984}, reprinted ip 1984 U.S.C.C.A.H. at 2&647-418. Title

1i of the Hakch-Waxman Awendments was inlended to provide a new

i e weeic 0 teon UHACESEF RIS L. SRS Lt




incentive for increased expenditures for research and developuent

.

of pioncer drug products by *restoration of some of the time lost

on patent Iife while the product is awaiting pre-market approval .
H.R. Rep. HNo. 857 (Part 1}, 92th Cong., 2d Sega. abt 15 (1984},

reprinted in 1984 U.S.C.C.A.N. at 2648.
A. MNew Drug Applications (NDAs).

Pharmaceutical companies secking to market ploneer, or
innovator, drigs most firstc obtain FDA approval through the filing
of & new drug application (NDA&). 21 U.8.0. 35t (a), (k). An NDA
‘applicant, also referred to ag a sponsor, ié required to submit to
FDA data demonstrating the safety and effectiveness of the drug,
In addition, the MDA applicant musl submit information on any
patent which claims the drug or a method of using such drug for
which a claim of patent infringcment ceuld reasonably be asserted
against an unauthorized party. 21 U.5.C. 3I55{b}) (1}, (¥ {2). The
patent information must include the patent number and Eate of

expiration. Id. FDA 1s required to publish this informarion, and

doez so in a publication entitled “Approved Drug Products Wwith
Therapeutic Equivalence Evaluations® {commonly rcferred to as the

"Orange Book"). See 21 C. P R. 314_53{a).
bh. Abbreviated New Drug Applications (ANDAz}.

A wanufacturer who wishes to wmarket a generic version of a

plonccr or innovator drug way submit an abbreviated new dring
application {ANDA] to FDA. 21 U.3.C. 355(a), (j}. Under the ANDA

proccdure, 21 T.£.C. 355{(j), ANDA applicants way rely upon FDA
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Findings of safety and cfiectivenems for the pionser drug prﬁéﬁéft

2L U.S.C. 355(j)(2). The statute requires that an ANDA contain,

amonsT other data and infermation, a.céftificaticn with respect to
each patent that claims the drug or the method of ths drug's use
for which the ANDA applicant is seeking approval and for which
patent information is required to be filed. e I § = S
355 (7} (2} {A) {vii). This certification must state one of the

fellowing (id.):

(I} ’ that the required patent information relating to
surh patent has not been filed;

{11} rhat =zuch patent has expired; .

{III that the patent will expire on a partinﬁ]ar date;
or -

{1V} that such patent is iovalid or will pot  be
infringsed by the drug for which approval is being
sought.

If a certification is made undeor paragraph I cor I1 indicating
that patent information pertaining to the drug or its use has not
been filed with FDA or the patent has expired, approval of the ANDA
may e made effective immediately. 21 0.5.C. 355(j1{a){BY(i). A
certification under paragraph IIT indicates that the ANDA applicant
does not intend to market the drug until after the explration dale
of the applicable patent, and approval of the ANDA may be wmade
effective on such expiration date. 21 U.5.¢. 3%5(31{4){B}{ii}.

A certification under paraqgraph IV -- the paragraph at isaue

in this case -- requires that the AWDA applicant give notice of the
filing of the ANDA to the patent owner and the NDA holder for the

listed drug, which potice must include a detalled statement of the




P e R TERS e IR S WL SR T e

factual and legal basis for the ANDR applicant's opinion that the

patent 15 not +walid or will not ke infringed. 21 U.s.¢.

355{ji{2}{Ej. FD4 may approve an ANDA with a paragraph IV
certification, and the approval may becoms effective immedialely,
despite the unecxpired patent, unless an action for infringement of
the patent is brought against the ANDA applicant within 45 days of
the date the patent owner and NDA holder receive notice of the
paragraph IV cerrificarion. 21 U.5.C. 355(3) (4} (B} {iii)}; 21 C.F.R.
314.107(f) {2). If & patent action is brovght, approval of the ANDA
will not become effective until at least 30 months from the datc
that the patent owner and NDA holder receive& notice of the
paragraph IV certification, wunless a final decision is reached
edoner in the patent case or the court otherwise orders a longer o
shorter perind. 21 U.5.C. 355{j1 (4} {B) {11i].

As an incentive to reward companies for being the first to

challenge nparents,. under cartain ciresmskances Hatcoh-Wasman

provides a 180-day period of market exclusivity -- barring FDa
approval of other generic applicants for a 180-day period -- Lo an
ANDA applicant who made a paragraph IV certification. 21 U.S.C.
355(73) {4) (BY (av}). Tv is e=ligibility for that periocd of market
exclugivity that iz at issue here. This section provides:
{iv] If the {ANMDA) contains a [Paragraph IV] certification and
is for a drug for which a previous application has been
--—aubmitted under this.subsection.omtimying [(sic: containing]
such a certification, the application shall be made effective
not earlier than one hundred and eighty davs after --
(I} the date the Secrertary rcceives notice [rxom the

applicant under the previous application of the Lirst
commercial marketing of the drug under the previcus




applicaticon, or

{11} the date of a decision of a court in an action

subject of the certification to be invalid or oot
infringed,

whichever is earlier.
FDA hae implemented this statutory provieion by providing

that, in order to receive 180-day exclusivity, an ANDA applicant

must {1} be the firat to file a paragraph IV certification, (2) be
-sued, and (3] auccesg=sfully defend the patent infringementc suit.

See 21 C.F.R. 314.107(ci{1), which reads as follows (emphasis

added} :

(1} If an abbrevisted new drug application contains a
certification thatr a relevant patent - is invalid,
unenforoeahde, or wil}l not be infringsd and the
application is for a generic copy of the same 1isted drug
for which one or more subgstantially complete abbraeviated
new drug applicationsg were previously submittoed
containing a certification that the same patent was
invalid, unenforceable, or would not be infringed and Lhc
gpplicant. submilling L= first application has
f sucecessfully defended against a sult  for patent
dnfringement broucht within 415 days of the patent owner'a
receipt of notice submitbed undey § 314,95, approval of
! the subseguent abbreviated new drug application will be
made elffective no sooner than 180 days from whichever of
the following dates is earlier:

(i} The date the applicant submitting the first
application first commences commercial marketing of its
drug prodact; or

{(ii}) The date of a decisicn of the court: holding the
relevanl palent invalid, wenforceable, or not infringe=d.

. 3. The Facts and Proceedings Below. o e
a. The generic drug at igsue here iz a aicronized glyburide

npraduet for the treatment of diabetes. J& 172 (98% F. Supp. 128,

IR
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see, e.g., JA 84 Y4} and has ofie patent listed in the "Orange Book"

that ig relevant to this litigation -- U.S. Patent No. 4,916,182
ithe ‘153 patent), with an expiration date in the year 2007. JA
172-173 (955 F. Supp. at 129}.

b. Mova Pharmaceurical Corp. (Mava) filed the first paragraph

IV ANDA for micronized glyvburide in December of 19%4. JA 172 {455
F. Bupp. at 12%}. It gave the regquired. notice te Upjohn, which
then filed suit against Mova for patent infringement on March 27,
1895 -. which was within 45 days of Mova's ﬁotice to Upjohn. Az a2
result of Upjohn's suit within the 4%-day pericd, FDA was
prohibited hy 21 U.5.C. 355{(j} (4){B)({1ii) from approving Mova's
ANDA for 30 months (with exceplicns ool percinent Lo this case) .
AL Lhe time Df- the distriet court pxoceedingg, the patcnt
litigation was still pending. JA 173 (955 F. Supp. at 1253-130).
On Novembor 22, 1995, Mylan Pharmaceuticals Inc. {Mylan} filed
a paragraph IIT ANDA for a micronized glyburide product, =eeking
approval of its ANDA on the eXpiration oit the '153.patent in 2007.
In AugusL 1996, Mylan amended its paragraph ITI cerrcifiecation to a
paragraph IV certification and gave notice Lo Upjohn of the new
certificarion. JA 173 (3955 F. Bupp. at 129—130}; Tpaohn, however,

did not sue Mylan within the 45-day period following notice.

AcEoRdingly, On Devember-I9; 1986, FDA approved Mylan's product

because HMylan had not been sued by Upjchn and bocausc Mova was not

al that point entitled te the 180-day pericd of exclusivity since

12%). Upjohn iz Lhe KDA holder for the innovalbor drug {(Glynase,




it was still.in"]ifigatiﬂn with Upjnhﬁ fi.e., had-not “succeésfuilﬁ.

defended" that litigatiom). JA 173-174 (955 F. Supp. at 130) . [(We

are informed that Upjohn subsequently sued Hylén for patent
infringement after the 45-day pericd expired.)

. Mova filed this action on Decembcocr 26, 1%96, secking a

temporary restraining erder and a preliminary injunction to require
FDA tn withdraw itrs approval of Mylan's ANDGA. Jh 9=-12; 171-172
{955 F. Supp. at 129). The district court.granLed a preliminary
injuncticon on Jamiary 23, 1997, requiring FDA to withdraw approval
aof Mylan's &NDA. JA 167, 171. See 355 F. Supp. 128.

* The district court ruled that ﬁhe statutse does not contsin
the "succesgiul defense" reguirement Ffound in Fha's regqulation.
Tnderd, in the district courlk's wview, the 180-day exclusivity
period is awarded based on a single criterion: that the company be
the First to file a paragraph IV ANDA. JA 176 (355 F. Supp. at
1301 . In the district court's wview, 1t does not matter whether or

not the first filer is sued or, if sued, whekher or not it loses.

In this case, therefore, the simple fact that Mova had filed the
First ANDA with a paragraph IV certificacion in and of itselif
entitled Mova to the 180 days of exclusivity. JA 176 (955 F. Supp.
at 130} . Finding that Mova would guffer irreparable injury and

that the balance of harms and the public inrerest favored granting

a preliminary injunction, the court granted Mova's request for

prel iminary injunctive relief and ordered TPDA to suspend its

]
!

approval of Mylan'a micronized glyburide preoduct until 180 days
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after Mova began marketing the product or Mova won its patéﬁt

litigation. J& 178-180 {955 F. Supp. at 131-132) . The ecourt alsc

ordered Mova to post a 510,000 hond "for the payment of such costs
amnd damages as may be ingurred or suffered by .any party who is
found to have been wrongfully enjoined or restrained." JA& 168-189
{#55 F. Supp. at 132) .

Although FD2 disagreed with the district court's ruling, it
did not appeal this interlocutory decision and, instead, cxpected
the district court to rule promptly on the then-pending “"cross
motion for summary judgment™ {JA B, Dockerb Entry Mo, 47) . Mylan,
howaever, did appeal. J& 1%8. In the meantimz, Upjohn had moved to
intervens, and the districr court denied that motion on February
10, 1597. J& 182. Upjohn appealed that ruling. In 7 {Dovked
Entry MNo. 46). On September 17, 19297, the district court denied
the croes motion for summary Jjudgment "without prejudice to renewal
upon completion of appsal® (JA 8, Docket Entyy No. 47).

STANDARD OF REVIEW

Although the grant wf & preliminary injunction is reviewed [ox

abuse of discretion, the district court's underlying Jlegal
conclusions are reviewed de pnovo, Ses, e.g., CityFed Fin. Corp. v.
Qffice of Thyift Supervision, 58 F.3d 738, 746 (D.{. Cix., 1995}).
SUMMARY OF ARGUMENT
1. The oritical isswe in 1his appeal is whether FDA's
requlation iz a reasconable interpretation of the Hatch-Waxman

Amondments becanse the district court's preliminary injunctiom

“10-. . . . .
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hinges entirely on whether FOAfs interpretation was reasonable or

not. In this comnmection, FDA'!s interpretation ot the statute can

be set aaide only if it is arhitrary, capricious, an abuse of
discrertion, or otherwige Dot in accordance with law. Whezre
Congresszs has not directly addressed an issue or has addressed it

ampigucusly. a court may nok impose its own construction on Lhe

statute buc, rather, must detezrmins whether the agency's position
iz basecd on a permissible intcrprotation of the statute. In the
latter.situatiﬂn, courts défer to an agency's interpretation if it
i iz reasmonabhle.

FDa's requlation is a reasonahble interprétatinn of tChe market
exelugivity provision in  the Hatch-Waxman Amendments. Tc
represenl s a careful responge to the fact Lhat neither the Hatch-
Waxman Act por the legislative hiatory apecificaliy addressés the
precize question at issue here. Although the atatutc provideca a
180-day period of market exclusivity to the first generic drug

applicant to challenge a patent by way of a paragraph 1V ANDA, the

statute does not specifically address whether bthe excliusivicy
period prehibits FDA's. approval of other paragraph IV ANDRE
aﬁplicants that are nol susd for palenl infringenenl if. the first

filer is sued for patent infringement but that suit is stilld

pending . Nor does the statute address whether the excluasivity

period prohibits FDA's approval of other paragraph IV ANDAz if the

firat filer is susd for patent infringement and loses or if it is

L]

not aued for patent infringement at all. Thuz, FDA was required to

fill the gap and did so reascnably by careiully considering
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alternative interpretationsz proposed during a complele notice-and-

comment rulemaking, FDA rejected some alternatives based on its

—_—— —_ — = - —_ —— — [ —

balancing of these altermatives against two overarching goals of

the Hatch-Waxman legislation -- to provide notice to interested
parties of the existence of NDA holders' patent claims and to
ensure the prompt and orderly entry ol generic drugs onte khe
market. FDA ultimately determined that rhe interpretation embodisd
in its requlaticn best served these goals.

2. ks demcnstrated above, FI's requlation is a reazonable

interpretation of the statute. Hence, Mova was not entitled to a

preliminary injunction. In addition, Mova was not entitled to
preliminary injunctive relief because it did not demonstrate that
tﬁe balance of harms and the public interest were in ilks fawvor.

Mowa'™s economic Iinjucy, which Lhe district court characterized

a5 irreparable, is indisrtingoishable from the harm to Mylan.  Thus,

"Mova's alleged harm did not warrant the granting of pre]iminany
injunctive relief which changed the status guo. Further, Lhe

public's interest in this <case is in  both the correct

interpretalion of the law and the prompt and ocderly entry of

generic drugs onlbo the market. The district court's interpretation

is nor only wrong, it generally produces an unwarranted delay in

the ent:ry of generic drugs onto the market and here specifically

resulted in the delay of approval of an ﬁﬁﬁi'"fafuiiigrmﬂized

glyburide producrt. Hence, the public interest favored denial aof the

preliminary injunction.
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FDA'S REGULATION EMBODYING THE *SOCCESSFUOL ﬁEFEHSE"

RECUIREMENT I8 CONSISTENT WITH THE HATCH-WAXMAN
AMENDMENTS AND, THEREFDEE, SHOULD BE UPHELD.

A
Introduction.

1. Although the ipnstant appeal is frﬂm an order granting a

xpreliminary injunction, the real igsue ig the intexpretation of the

market exclueivity provision in 21 U.S.C. 355(3) (4) (B} [(iw) . If
FDA's requlation embodies a permissible interpretation of the
statute, then Lthe district court's preliodnary injunclion was

improperly granted and should be reversed. See, c.g., Thornburgh
v. American College of Obsteiricians & Gynecologists, 476 TU.S. 747,

T85-757 [(1986) (where issues of law are digpositive, court may rule
on the merits of Lhe controversy, and court is ool lDecesdarily
limited to the gquestion of whether entry of injunction was errox).

2. a. FDA's interpretation can be sect aside only if it is

rarbitrary, capricious, an abuse of discretion, or otherwise not 1In
accordance with law * ¥ * F § O 5 C_ F0&(2}(A). The threshold
interpretation issue is whether Congress nas directly addressed the
question at iszsue or has done so ambigquously. "1 Lhe inlenb of

Congress is clear, that is the enpd of the macter; for the court, as

well as the agency, must give effect to the unambiguously expressed

intent of Congress." Chevron, U.5.A. v. Natural Rescupces Defense

Council, 457 U.S. B3IY, 842-843 {19854). it Cengress has not




direccly addressed the issue or has done so ambiguously, tho court

may not "simply impose its own construction on the starure, " but

rather must determine whether Lhe agency’'s pogition is based on a

peimisaible interpretation of the statute. Id.; Arent v. Shalala,

70 P.3d £10, &15 (D.C, Cir. 1935). With reapect to Chevion "step .

A" pames, an agency’s interpretation will be upheld it it is
"sufficiently rational to preclude a court from substiruting its

judgment for Lhat of {the agencyl." Young v. Community Nutrition
Ingtitute, 476 U.S. 974, 981 (1986) (deference to FDA}. See also
Mead Johhson Pharmacentical Group v. Bowen, 83% F_2d 1332, 123%-34

{(D.C. Cir. 1988} {upholding FDA's regulatory construction of Lhe

term "approved® in the Hatch-Waxman Ameandwents); and Bristal-Myers
Squibb Co. v. Shalala, %1 F.3d 14%3, 1499-1500 ({D.C. Cir. 199¢}

fupholding FDA's regulalory conglruction of Lhe Ysame labeling”
requirement in Lhe Hatch-Waxman 2mendments).

L. FD&'s dInterpretation here is rational and should be

upheld. The Hatch-Wayman Amendments do not address whether the
exclusivity period prohibits FIWA's approval of subsequent paragraph
[V ANDA agpplicants when the first filer is sued for patent
infringement but that =uit is still pending and the subsequent
filers are not =sued. Hor does the statule address whether the
exclusivity petriod prohibits FDA's g@pproval of other pavagraph IV
ANGAs if the first filer is sued for patent imfringement and lozes

or if it is not sued for patent infringement ol all. FhA' 8




regulation, 2@ C.F.R. 314.107{c) (1}, reasonably fills the gap in

the statute by correctly congidering two overarching goals of the

Hatch-Waxman legiglation -- to provide notice to interested parties

of the existence of NDA holders' patenk ¢laims and to ensure the
prampr and orderly entry of gensric drugs onto the market. See
H.E. Fep. No. BET7 (Part I}, 88th Cong., 2d Sess. at 14 (1984},

reprinted in 1584 U,S;C-C.E,N. at 2&e47. Morsover, FDA's requlation

ﬁ?; was the result of careful consideration of what effeck alternative
ﬁ% inrverpretations. of the statute -- including the inierpretalion
impos=d by the distriect court -- would have upon the complex drug

approval procese. fee, e.g., McCarthy v. Bronson, 500 U.$. 134,

139 (1991) {agreeing that, read in isalation, ﬁetitinnerfs reading

was Lhe most natural one but stating that “statutory language mast

| always be read In its propey context"); Pilor Life Ingsurapce Co. v.
F% Podeaux, 481 U8, 41, 51 [1987] f"In-éxpcunding a statube, we must
not be giuided by a single sentence or member of a sentence, but
lock te the provisions of the whole law, and to its object and
pelicy. "] {imternal guolalion marks omibted); and fataranowicz: v,

Sullivan, 959 F.zd 268, 275 (D.C. Cir. 1992), cert. deopied, 506

7.5. 1048 (1883) {"In determining the meaning of Lhe statole, we
look nﬂt.ﬂnly Lo the parvicular statutory language, but to the
design of the statubte as g whole and to its object and policy.').
Aecordingly. Lhis Court should uphold FDA's requlation anud reverse

-

{he district court's order of January 23, 1297, See Thornburgh v.
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American College of Obstetricians £ Qynecologists, supra, 476 17.8.

at ¥55-757 (1%986).

B.
The Hatch-Waxman Amendments Do Not Address The
Specific Question At Isgus; Because FDA's

Regulation I= A Reasonable Interpretation, It
Should Be Upheld.

1. a. At issue in this rcase is the generic drug marketing

ex¢lusivity provision of Lhe Hatch-Waxman Amendments, 21 [U.5.C.
355(3) {4} (B} (iv}. BSee pp. 6-7, supra, for Lext of provision. That
provision plainly does nob address the "precise question at issuc®

{Chavron, 467 U.5, at 3843}, which is how to apoly the 180-day

exclusivity provision when Lhe first filer of an ANDA with a
paragraph IV certification is sued but is still in litigation when
a subseguent paragraph IV filer is not sued and is therefore
eligible for approval.

b. FDATs interpretalion 1s embodied 1n 21 CLF_R.
314 .107{(c)¥ (1Y, See p. 7, supra, for the text. As acated earlier,

at the tinme of the Mylan approval, FOA's regulation would not grant

an award of 1E0 days of cxclusivity to Mova at fthat time because,

although Mowva was the first paragraph IV filer, if had not yet
rguccessfully defended" the partent. infringement suit  brought
against it by Upjchn. The "guccessful defénsé™ regujrément shoild ™
be upheld because It has been FDA's longstanding and consislent

interpretation, see, e.g., Smilcy v. Citibhank {South Dakota) N.OA.,
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5. €Ct. 173p, 1733 (194Y6), and because it nece=zsarily

"recnnni][egl-c0nflicting policies, " Chevron, supra, 467 U.S. at

'% B44 f{intermal cuotation marks and citation omitted}. Sece alsn

= Cranudtecs v, Shalala, MNos. 97-1873 & 97-1874 {4th Cir.; arqued Ot

presented four different interpretations of the statutory provision
to the Fourth Circuit, each interpretation leading teo the award of
180 days of market excluzivity toe the proponent of the

interpretation. FOA argued inter alia that its interpretation
{which was supported by one of the generic drug manufacturers)
ghould be wpheld because it had been the result of carefully
choosing amcng the conflicting policies that were cited in support
of the different interpretations.

FDL'e current interpretation goes back te a guidance letter
igsued to the pharmaceutical industry in 19858. See 54 Fed. Eey.
28872, 28674 (July 10, 19B%9) (right column) {attached as Addcndum
BY. Subﬁéquently, in 198%, tDh issued proposed regulations which,
in pertinent part, provided that the 180-day exclusivilLy would only
e awarded to a paragraph TV applicant if that applicant had in
fact beer sued for patenﬁ intringement. 54 bed. Reg. at Z88494-55.

The reason for this interpretation was to aveid rewarding an

- -~—applicant with 1806-day exclusivity if—the-applicant had-net in-faet

devoted time and "rescurces to litigate the scopc or validity of a

patent." 54 Med. Reg. 28854-95. This proposed interpretation was

i, 1897). Indead, in Grahutec, four generic drug manufacturers



alec intended to prevent euch applicants from delaying competition

by £iling a paragraph IV certification and then, if not aued,

simply deterring the first "marketiﬁg* of the product until it
suited them, thereby blocking all other ANDA applicants eligible

for approval . Td. at 2BRY4-95._

FB& received wvolumincus comments on all aspecls of this
propesed rule and addressed them at length, accepting some and
rejecting athers. 59 Fod. Reg. 50338 (Cet. 3, 19%4). In the final
rule, FOR moditied the regulation to clarify that, in order to
receive 180-day cxclusivity, Lhe first applicant who submits Khe
paragraph IV cerlilication mwst nol only be sued in a timely-filed
patent infringement suit but also must suwuccessfiully -defend that
suit. 21 ¢.F.E. 314.107{c){1). One comment tc the proposed rulc
had sztated that grantimg 180-day exclusivity ko an applicant who
had merely been sued for patent infringement Fcreated an incentive
"for frivolous claims of patent Jpvalidity or nmnjnfrinéement
bercause if would give ANDA applicants exclusivilty even if the
applicant was unsuccessful in defending auainsl Lhe padlent gwner's
lawsuitl.* 5% Fed. Reg. at 503%3 (comment 76) {middle and right
columns) . Fha agreed with this comment and clarified 21 C.F.R.
314.107 (<) {1} by adding that a first-filed paragraph IV applicant
alse had to "successfully defend a suit brought wikthin 4% days."

Id., at- 50353 (right column}.—. Thi=s waz consistent with FDA'3 1988

indunstry lercer, and thus clarified what FD& intended all along.

c. There is no legisglative history explaining the scope of




the 180-day exclusivity period. As a result, FDA's regulatI;;.

focused on a balancing of two overarching goats of the Hateh-Waxman

_iégislation - (L} tao prd;ide notice. to interested pértiea of the

existence of NbDA holders' patent claims and (2) to ensure the
prompt and orderly entry of generic drugs onto the market tao

compete with high cost innovator drugs, see H.R. Rep. Ho, 857 (Part
I), . 98th Ceng., 2d Seazas. at 14 ({1984), reprinted in 1984

‘U.8.C.C.A.N. aL 2647 -- againat the effect that alterpative
interpretations of the statute {offered by both pioneer and generic

drug manufacturers) would have upon these goals. See 59 Fed. Redg.

£033g (Ock. 3, 1994). How the 180-day exclusivity provision is

interpreted can have a profound effect on the entyy into the market

1

aof generic drug products.

For example, the districi court decision awards 180 dave of

SRR R T e e L

market exclusivity aimply and solely because an ANDA applicanl was

h

the first to file an AMPA with a paragraph IV certification. JA

e L

sk
-, v

17¢ (855 F. Supp. at 130}. This is zo cven if thce applicant loses
the patent 1litigatiomn. Howegwvay, when the applicant losesz the
patent 1i£igatiﬂn; there can be no trigger for exclusivity under 21
T.5.C. 35503} (4) (B} (iv} (I} hecauvse there is no court decision
declaring the patent invalid or not infringed. The scle trigger
[or exclusivity, therefore, is the date of Lirvst commercial
marketing under—2Z1-11.8:C. 355{7) (4) (B} {iv){¥} -and—the earliest --

date for commerclal marketing in the scenario whepre the firast

paragraph IV filer loses the patent infringement suil. is Lhe




expiratrion of the patent. {in this case, the patent expires on

April 10, 2080%. Sag, e.f.., Jh S 5. Cnnsequéntly, under the

district court's interpretation, if the.applicant who is entitled
to exclusivity.begins commercial marketing immediately upon the
expiration of the patent, the earlieat othcr paragraph IV ANDA=m
could be approved would be 180 daye after the patent expires. Thias
regilt clearly removes the incentive other generic companies have
in pursuing the paragraph IV route and challenging a patent. Even
if they were to succeed in their patent infringement suics {for
example, because they litigated belter or had a different product
that did not infringe the patent), they could nct market their
product ahead of the first filer.

Furthermore, foousing again on the scenaric where the first
filer losges its patent infringement suit, there ia no requirement
that the tirst filer begin marketing on the expiration dake of the
patent . It could, instead, indefinitely delay its firsL commercial
marketing which, in turn, would indefinitely delay FDA's approval
of other paragraph IV ANDAs L

Finally, the distriet court‘s_interpretation has the pame
adverse consequences where the firat paragraph IV applicant is not

sued. The dietrict court's interpretation grants the applicant 180

1/ Whether any other ANDA would be approvable ak the time the
patent expires would depend on whether any ANDA had originally been
submitted containing a paragraph III certification, which esecks
approval on the cxpiration date of the patent. FDA regulations
prohibit paragraph IV ANDAs from being amendcd 1.0 paragraph IIT
ANDAs and thua circumventing the first applicant's exclugivity.

Sce 21 C.F.R. 314.%94{a) {12) {viii).
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days of exclusivity in this situation as well. However, because

there has been no palent infringement suit, the only trigger [or

ekclusivity'is, again, the first commercial markebcing even thduqh
the applicant is eligible for immediate approval. Undér this
scenario, an applicant who was not sued for patcent infringement
could then indefinitely delay the beginniﬁg of marketing. That
delay, in turn, would indefinitely delay generic competition in
general . This could occour because, although the ANDA applicant has
obtained approval, it is unable to bring the product to markeb.
This could alsa occur because in certain circumstances it would be
in }hE BNDA applicant*s financial interest not to market the drug.
This last possibility is wvery real because many generic drug
companics are "Capti?e; -- wholly or partly owned by innowvator
companizs ©  Congrese clearly did not intend this result,

| In contrast, under FDA's requlation, if the Fivat riier is not

sned or is sined but loses, ne generic company is awarded market

exclusiviry. Therefore, there is no potential [or delay at all,

1
Ly

and all subsaequent paragraph IV filcrs can be approved immediately
if they are pot =ued for patent infringement or, if sued, can bo

approved either {a} on the date when a court finally determines

2/ In Granturec, two of Lhe generic drug manufacturers involved in
the litigation are Genpharm Inc. and Geneva Pharmaceuricals, Inc.

Ganpharm Inc.'"= corporate parent is Merck, and Gencwva
Phavmacsuticals, Inc. is owned by Movartis {which was formed by the
marger of Sandoz and Ciba-Gelgy). Fer Corporale Discliocsure

Statcment of Cenpharm Tno., at p. i-ii of Genpharm Inc.'s Cpening
Bricf in Granutec. (The digsclosure statement can be found in

Addendum € to this bricf.)
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that the patent is invalid or not infringsd or (k) at the

expiration of the 30-momth gtay in section 355{3) {4){B) {iii),

Moreover, under FDA's regulétiﬂn, if the first-filer loses bthe
patent infringement suit, other paragraph 1I¥ ANDA applicants siill
have an inrentive to proceed with their paragraph IV ANDA= and any
resulting litigation or to try to design around f£he patent at i ssuie
becausge, 1f a subseguent paragraph IV zpplicant i= zuccegsful in
dafﬂnding its product, it would be eligible f{or approval
notwithstanding the {irat filer'a defeat.

On the other hand, i1f the first filer -eventually wins its
suit, it would still be entitled to a-certain measure of markst
benefit under FDA's regulaticn. It would have 180 days of market
excluzivity as to latcr-filed paragraph TV ANDAs that were nobt yet
approved by FDA when the first. filer succeeded in che patent
infringement sueit and thus became entiftled Lo exclusivity.

d. For clarification, one final poiﬁt should be made. FDA's
appraval of Mylan's drug product in this case did not preclude

Upjohn from suing Mylan ftor patent infringement after the 45-day

notice periocd expired. The Hatch-Waxwan 3¢l and FDA's regulation
only bar FDA from approving a paragraph IV BNDA if tbhe innovator
drug company sues the paragraph IV filer within the 45-day period.

4 patent infringsment suit filed after the 45-day pericd does not

“have aiy effEct G FDE'E activhn dnd Te wolely a matter betwesn the

litigants.-




C.

The Palapce €f Harms And The Public Interest

Compelled Denial Of A Preliminary Injundtion.

As demonstrated above, FDA's requlation 1= a3 reasonable

interpretation of the statute and, therefore, must be uphe]d.

Thus, Mova was not entitled te a preliminmary injunctisn. In .
additicn, Mova was not entitled to preliminary relief because it
did not demonatrate that the balance of harins and the Ipublic:

interest were in ite favor. See, e.g., WMATC v. Holiday Tours,
Ine=., G559 F.2d 841, 843 (D.C. Cir. 1877).

The district court ruled that, without a preliminary
injunction ordering FDA to wilhdraw approval of Mylan's ANDR
immed.iately, Mova would have suffered irreparabie injury in the
form of econcmic loes thak could nc:ut. have been compensated by other
corrective relief. JA 178-179 (555 F. Supp. at 131). Howsver,

whatever buziness Mova claims it would lose by the marketing of

Mylan's product is precisaly the sconomic harm caused to Mylan brom
the grant of the_ preliminary  injunction. Accordingly, because
granting a preliminary injunction to Mova produced a similar injury
to Mylan, Mova's injury did not warrant the granting of prelimipary

injunctive relief altering the status guo unless it was required to
poest a bond commensurate with the loss Mylan would suffer. CF.
CityFed Fin. C'Dlp v. OFfice of Thrift ..S'LIpE‘i'.'ViHiﬂﬂ, supra, S8 k_id

at ¥46. Given the uncertainty of the delay cansed by the district

court's ordex, the $110,000 bond the district courl regquired Mova to

_23.—
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post (see JA 168-169; 95% K. Supp. at 132} hardly reflects the

potential loss Mylan could suffer. {Under Lhe district courc's

order, the greatest delay would result from a loss by Mova in its
patent infringesment suit, which would bar PDA from approving
Mylan's ANDA until 180 days after the expiratieon of the patent in
on April 14, 2007.}

Finally, while it is true, as the district court noted (Ja
179; 8955 F. Supp. at 131}, that there is a public intere=t in the
correct interpretation of the law, there is also a public inrerest
in £he promph and orderly entry of generic drugs onto the market.
The district eourt's decision ignored this important consideration.
In thia regard, the approval of Mylan's product ahead of Mova's did
not implicate any health or safety concerns. [FDA had determined
that Mylan's generic product was safe and cffective.} The only
issuo was whather the statute barred approval because of the market

exclusivity provision, which is an economic issue. Significancly,

the district court's decision has harmed the public intereszst

because it created a delay in the approval of an ANDA for generic
micronized glyburide {and created the potential for delay until the

expiration of the patent in 2007} . As @ result, the public

L e RS R TR M ol s L AL I . e b e Ay L e e

interest favored denial of the preliminary injuncticon.
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CONCLUSYION

For the foregoing reagons, the district court's order granting

preliminary injunctien should be reversad.
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GLOSSARY

Act Drug Price Competition and Patent Term

- —Restoration—het—ef 15884+ Pub-— L Neo. 9B 4317
93 Stat. 1585, 21 U.8.C. 355(]j) (Hatch-Waxman
AcL)

ANDA aAbbreviated New Drug Application

ADR Administrative Procedure Act

FOA Food and Drug Administration

FOO Bok Federal Food, Drug, and Cosmetic Ack

Har ch-Waxman Act

Hatch-Waxman
Amendments

Mowa

Mylan

NDA
Paragraph TV
I'Evra

Upjohn

Patent
2

Term
SH-417,

Drug Price {Competition and-
Restoration Ach ot 1984, Pub. I..
98 Stat. 1585, 21 U.S.C. 3551{j)

Batent Term
SH-47'F,

Driyy  Price Competition and
Fcocstoration Act of 1%B4, Fub. L. No.
98 Stal . 1385, 21 U.5.C. 355(7]

Mova Fharmaceutical Corp.

Mylan Pharmaccuticalas, Inc.

Now Drug Applicaticon

21 T.5.C. 35501 (2) (A) {vii) (1V)
Teva Pharmacewticals, ISA

Fharmacia & Upjohn Company
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IN THE UNITELR STATES COIIRT OF AFPPEALS
- FOR THE DISTEICT OF COLUMBIA CIRCUIT

Nos. 97-5082 & 97-5131

MOVA DHARMACEUTICAL CORP.,
Plaintiff-Appellae,
.

DONNA E. SHALATA, Secretary of Health and Hgmaq Services,
MICHAEL FRIEDMAN, M.D., Lead Deputy Commiszioner of
Pood and Drug Adwministration,

Defendantks,
MYLAW FIIARMACETTICALS, INC.,
ITntervenor-Defendant/Appellant,

PAARMMACTA & URJOHN COMPANTY,

Appellant.

REEFLY BRIEF FOE THE FEDERAL GOVERNMENT

SUMMARY OF ARGUMENT

The igsue in this case is whether the district court correctly
determined that the language of 21 U.3.C. 355{(]j) (4} {E) (iv), which
granta 180 days of market exclusivity to a generic drug
manufacturer in certain cirvrcumatances, is clear and unambiguous.
in fimding ©o  anbiguity, the districk court zrejected tLhe
interpretation of Chat PFEfEEiEE_EthdiEd in";.regulatian of the
Food and Drug Administration (I'DA] and granted Mova Charmaceutical
Corp.'s reguest for a preliminary injunctien.

1. a. Mova Fharmaccutical Corp. {Moval argues that the Court

should foous solely on bhe -skatubory  provision at issues, 10

e = L w i
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isclation from the rest of the statute, to determinc its meaﬁ'imj'.

Thia is contrary to well-zettled precedent that =sstahlishcs that

"ﬁmbiguity must be determined in thce context Of the statute as a
whole. TIn any event, the statukory provision, standineg alone, is
plainly ambiguous ag demonstrated by the three alternative

interpretations posited by the drug company parties and .amicus

curias in this case. Mova's argument, morecver, would compel the

Court to adopt an interpretation that will produce results
completely at odds with the statute as a whole and its design..
That is an unacceptable proposition. In this comnection, it 1s
significant that Mova never once addresses the problem of when the
first paragraph IV filer loses its patent infringement suit --
which means that no generic drug can be marketed bkefore ths
expiration of the patent at issue. Such an intcrpreotaktlon rocmoves
all incentive for other generic manufacturersg to degign around the
patent (because it makes no difference whether they can ultimately
succesd in that endeaveor -- they stil1l cannot receive FOA approval
before expiration of the patent as a result of the first filer's
losa) . Thig is an absurd result and cannot be whal Congress
intecnded.

bh. Mova arques that FOA's "successiul defense" reguirement --

which reguires a lawsuit before awarding exclusivity -- 1=
unreasonable Bavsgys the idea of the exclusivity provision is to
create an incentive for challenging a patent and getting generic

drugs teo market sooner vather than later. According to Mova, it

fu

f
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exclugivity 1s not awarded when there iz no patent infringement

anit against the first paragraph IV filer, there will be no

incentive to pursue a paragraph IV challenge to a patent. This is

not trus. To be sure, Congress wanted teo encourage a challenge to

patents in appropriate gcircumstances. But a first filer io nnt

hurt by not being sued. AlLhough it will not be awarded marker
exclusivity, it will not have spent resources defending a patent
infringemcnt suit. Moreover, by being the first filer, a generic
manufacturer positions itself toc be awarded 180 days of markst
exclusivity if it is subsequently s=ued and succeeds in the patent
infringement suit. Although there can be instances like the
instant case, where the first filer Jases out on the tull toree of
exrlusivity, this certainly does not undercut the reasonahleness of
the regulaltions vis-a-vig Lhe univeguse of potential fact patrerns.
And, further, withoult the lawsult requiremsnt, if the first filer
iz not sued, it can -- for economic or other reasons --
indefinitely delay marketing so as to delay the contry of gonorics
onto the market, thusg undercutting the public interest in.having
gencric drug products availabla.

. Mowva argues that hypothetical seenarios cannot  be

considercd in determining whether the statutc is ambiguous. DA,

however, discussed hypotheticals not zolely for the purpose of

demonstrating ambiguity -- which it demonstrated slsswhere in its
briefing -- but to demonatrate that itese interpretation is
reancnable, In determining whether one interpretation or anot her

best serves the statutory language and purpose, FDA would be

e “a-
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" derelict in not testing potential interpretations Agﬁ{ﬁﬁﬁ”iikely

scenarios.

a7 Finaily, Teva Pharmaceuticala, USR, proposes an alterative

interpretation that FDA has not previously addressed and is not
directly preaented by the facts of the instant casce. Therefore,

the Court need not address the wvalidity vel non of this

interpretation at this time but shuuldlnﬂt& that, for purposzes of
‘ ~determining whether the ascatyte is awbiguous, this is yer another
interpretalion Lhal Lhé language of Lhe atatute permics.
i Z. A% Lo Lhe harms ab issue, we argued that Mova's economic
injury was ne greater or different than the economic injury
% sulffered by Mylan Pharmacceuticals, Inc. as a resull of the district
court's injunction. Consequently, Mova did nol sufler the kind of
injury that would warrant the issuance of a preliminary ipjunction
altering the status guo in the absence of & bond commensurate with
E Mylan's potential loss. Mowva dogs not rebat this argument

Mova argues that the publie interest is not served by FDA's
interpretation because that interpretation will reduce competition

in the long run. - In fact, it iz Mova's interpretation Lhat is

disastrous for compehkition. Indeed, Mova's interpretatiom had the

potential for delaying approwval of an sbbreviated new drug

application (BNDR) for a generic micronized glyburide product until

the year 2007, FilA's interpretation, by contrast, avolds such

disastrous ellecls altogether, by removing the possibility of delay

nere successfully that any other interpretaticon.




AREGUMENT

A, The Merits.

1. a. The crux of Mova's plain language argument is that

thig Court is required to focus narrowly on the language of a
particular provision, in isclation from the statute as a whole.

Mowa Br. at 11-132. The problem with this argumen! is thar it is

contrary to well-settled authority. Indeed, in delerwmining whether
a particular statutory provision 1s ambiquous, courts must loock

beyond the narrow focus of the proviaion at issue and must consider
the: provision within the conkext of the statute as a whole. See

Opening Br. al 14-15; see alse, e.g., Brown v. Gardner, 512 U0.5.

115, 15 2. k. 552, 555 (1594) {(“Ambiguity is a creature nct of

defiritional possibilities but of statutory context."); Washington

Legal bWoundab] i : i : i ; . 17 F.3d

ld46, 1445-14k0 {(D.C. <ir. 1994) .

In addition, Mova's argument would compel this Court to adopt
an interpretation that will produce resnlts completely at odds with
the statute as a whole and its design of bringing generic drug

products £to market in a prompt and corderly fashion. See, e.g.,

Opening Br. at 18-19. In Public Citizen v. Department of Justice,

491 1T.5. 440, 454 (1989}, the Sapreme Court noted that, in

gearching for sLatutory meaning, courks should avold

interpretations that produce an "odd result' -- ane that is at odds

wilh stalutory purpoze -- or “absurd resulcs." {(Internal quotation

marks and citations omibled.) In this connection, it is
— - _5_ . —
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significant that Mova never once addresses the mwain problem with

itg interpretation: némely, that, if the first paragraph 1V filer

is alwayé entivled to 180 défé-cf market exclusivity, even when it
loges its patent infringement suit, that loss means that no gensric
vergion of the picneer drug can be marketed before the expiraciom
of the palenl at iasue (plus 18¢ davs for subsequent paragraph IV

filers). See Opening Br. at 19-20. (In this case, the patent at

ispue, the '163 patent, does not expire until 2007.) This is ao,

significantly enocugh, even if subsequent paragraph IV filers win in

Ctheir patent infringsment litigation. (Subgeguent filers might win
because of belter litigalion or becadse Lhey were able Lo design
around the origipal patent. See Opening Br. at 20.} This 1z an
absurd result and cannot be what Congress intended.

Further, once the first filer has wrapped up exclusivity and
then lozes jts patent. infringement suit, the restt of the geuneric
field can only stand by and wait for the patent to expire. Other
generic manulaciurers have no locencive Lo try to desigo arownd thé
patenkt because it makes no difference whether they can ultimately
succeed in that endeavor -- they still cannot receive FDA approval.

See QOpcning Br. at 20,

. In any avent, Mova is wrong that the statutory languages,

gtanding alone, is unambigucus. The drug companies here lhave

advanced at leasl. Lhree interpretations separate and distinct {rowm

iDA's., Mova's interpretation ig one, and the amicus brief filed by

Teva Pharmaceuticals, USA, provides two othere: one, that the 180-
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day exclusivity peried can be triggered by a subsequent paragraph

Iv filer's victory in a declaratory jodgment action (Teva Br. at

12~-1a) anﬂ, Lwo, tﬁét the statutory language permits 'sequentia[i]"
exclusivity periocds “"such that each subsequent challenger's
approval timing ia governed by the iwmediately preceding ANDA"
{Tcva Br. at & n.&). These interprstations only serve to buttress

FDA's avgument that scction 355{j} (4} {B) {iv} is ambiguous. See

also Opening Br. at 17, citing Oranwteg, Inc, ¥, Shalalas, et 5] .,

HNos. 97-1873 & 97-1874 {4th Cir.; argued Oct. 1, 1997} {drug
companies advanced four different interpretations each granling
cxclusivity to the proponent of the interpretation).’

2. a. Mova argues that FPDA's ‘“successful defenset

requirement. -- which reguires a lawsuit before swarding exclusivity
-- 1z unreasonable because the idea of the exclusivity provision is
to create an incentive for challenging a patent and gelttinyg genesric
drugs to market sooner rather than later. According to Mova, il
cxclugivity 1s not awarded when there is ne patent infringement
suit against the firat paragraph IV filer, there will Ee o
incentive to pursue a paragraph IV challenge Lo & patent. Mova By,
at 17-1%. This is not truc.

Tz he anre, Uongress wanted o encourage a challetge Lo

¥ patents. But a first filer dis mnot hurt by net being sued.

i'””'EIEhDugh, unfer "FOA'S requlation, it will fAct” be awarded markel

1/ Moreover, Teva adds an interpretation nol included in Granuteco.




exclusivity, it was not requirved to spend resources defending a

patent infringement suic.

k. Moreover, Lhere is nwo nmerit to Mova's contention that,

without exclusivity where no lawsuit is filed, “no patent

AR

. challenges would ocecur." Mova Br. at 19. See alsc Mova Br. at 9

{FDh'z interpretation "would ﬁraetically foraclaose all future
paragraph {IVl certificactions and frustrate the incent of
Congress"); and 22 {"It will reduce compelilicon in the long run and
drive prices higher * * * "}, By being the first filer, a generic
manufacturer positions itself te be awarded 180 days of market
exclusivity if it ip subsequently sued ang succccds in the patent
infringement suit. Thi=z iz the incentive to be the first filer,
and it iz signiticant. Although therye can be situations like the
instant casc where the first filer laoses out on the full force aof

exclusivity (see Opening HRr. at 22), thisz c¢ertainly does not

undercut the resaonabklenesa of the regulationse wis-a-via the

univeree of potential fact patterns. And, further, without the
lawsuit requirement, if the firgt filer is net gued, it ¢an -- for
economic or othey réasons -- indefinitely delay marketing so as to

; delay the entry of all generic vergions of its drug onto the market

and thus undercut the public'sa interest in lhaving genexics

available. See Opening Br. at 20-22.
2. Alchough FDA's interprelation is not perfeck, thab alonc

does not render it unreascnable or invalid. Bee, e.g., Aer v

Fobbins, 117 §. Ct. %05, 9302 {(19%7) (guol.lng Chevroon 0.5 08, Inc. w.

ey i A A b el
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_HEEHIal ﬂescurggﬁ Dafanse Cﬁunéii:mlﬁc., 4&%.U.S.-Ej%, B&é;é43

{1g84])} \whexre Congress has not direckbly spoken te the precise

the courtsz muat
sustain the agency's "“approach &0 long as it iz 'based on a
permissible construction of the statute'?). The fact is that FDA's
interpretation does z better job of carrving our Cangress's intent
of bringing low cost generics to the market in a prompt and orderly
fashion than any of the alternatives proposed by Lhe drug companies
and belkter than that adopted by the district court. Thues, it
should be upheld.

3. Mova argues that hypothetical scenarics cannot be

congideved in determining whether the statnte is ambiguous. Mova

Br. at 13-14. ¥FDA, however, has digcusged hvpotheticals not aolely

for the purpoze ol demonstrating ambiguity -- which it demonstrated
elsewhere 1in dits briefing -- but to demonstrate that its
interpretation iz reagonable. (The hypotheticalsz discussad in our

opening brief, akt pp. 18-22, were among Lhe scenaricos FDA

congliderced during the rulemaking period. See, e.g9., 59 Fad. Reg.

50338, S0353 {Qect. 2, 1994).) Moreover, in determining whether one
iplerpreldtion or another best serves Lhe statutory language and
purpose, FDA would have been derelict in its duty had it failed to
teat the potential inrerpretaticns against likely scenarios.

4. Mowva argues that FDA's interpretaticon .“has. been anything

but consgistent * * %" Mova Br. at 14 n.11. In support oif this

arcument Mova cites FOA's nolice at 62 Fed. Reg. 63268 (Nov. 2B,




1537} in which FDA announced termination of FDA's temporary

acguiescence in the district court's decisgion in the instant case.

FDA had decided to apply the Mova district court deciziom ko Future

abbreviated new drug applicalions (ANDAs) in an effort "to promote
administrative uniformity" ,in the interﬁretatimn of eeccion
355()) (4) (B} (iv}. However, the notice makes clear that FDA always
believed its interpretation was correct and that its temporary
acquieacencse would end if it wag able tc cbtain a reversal of Moya
by this Court {62 Fed. Reg. at 63269, left column) or if the
district court were tn.reverse field in deeciding Mova's =summary
judgment motion then pending. (The districrt comirt, however, denied
summary Jjudgment without prejudice becauwse of the pendency of the

instant appeal. See Opening Br. at 10; J& 8, Ducket Entry No, 47.)

Significantly, because a district court decision in North Carolina
disagreed with tha district court here and upheld the validity of
the regulation ak issuc here (that decision iz now on appeal.in the
Granutec case in the Fourth Circuit), Foa determined that it had
not achieved the uwniformity it sought and that, az a result, it

would terminate its btemporary acguiescenve. 62 Fed. Reqg. at 63269

{left and middle columns). Therefore, Mova's statewmenl Lhat FDA's

interpretation has not been consistent 15 not accurate. Fuarther,
FDA should be applauded, not condemned, for its attempt to look
beyond_ites own litigative interests in an effort to cstablish at

least temporary stability for the drug indugtry.

5. Mova cites the decision in Inwood Leaboratories, Ing. 3.
723 F. Supp. 1523 [D.D.C.}, wac i . 13 F.3d T1Z

~11-




f0.C. Cir. 1288}, in support of its interpretation. Mova Byr. at

15-17. Howewver, the district court decision there has littie or nn

value because il was vacated after the case became moot during
FDA'a appeal .

€. Mova argues that there is no merit to Mylan's argumernt

that the 1£0-day excluzivity provision must be interpreted as
requiring the existence of a lawsuit against the fivsk filer. Mova
Br. at 14-15. a =subsrantiasl portion of Mylants argument is bazsed
on some of the statements made by FDRA in ita netice of propogsed

rulemaking. See Mylan Br. al. 31-32, citing 54 Fed. Reg. 28872,

28894-55 {July 10, 1S85}. Mthough our cpening brief 4did not
dizacuaz thia aspect of the rulemaking, we note here that FDaA has
not sbhandoned its reliance on that reasoning. In our view, the
discussion cited by Mylan provides additional support for believing
that Congréss viewed the 180 daya of marker exclusivity as a reward
Tor litiyatling pelenl validily or gpplicability and, therefore, for
impos=sing a "successful defense' reguiremcnt.

7. The amicus curiae, Teva, argues that the skztute should be

interpreted to permit the subsequent filer, if not sued Eor patent
infringement by the NDA holder, to bagin marketing 1HD days afher
ir suceeeds in a declaratory judgment action deocclaring the patenl

invalid or not infringed no matter the status of the first filer e

patent infringement suit. Teva BT, at 12-16. {Teva says the same

should apply even when the subsequent filey is sued for patent

infringement and wins before the first filer's suit is concluoded.




Teva Br, at 15.} FDA has not previousgsly addressed thie

interpretation and is nokb directly presentced by the facts of the

instant case. Therefore, the Court need not address the”;ﬁlidité

vel non of this interpretation at this time, but it sbwuld note

that, for purposes of determining whether the statute is ambigquous,
this is yet another interpretation that the lanquage of the statute
permits.

B, The Balance of Harme.
1. In cur cpening brief {at 23-24), we argued tLhat Mova's

ﬁlleged e&anmmic harm s no greater in ameunt than the harm ko
Mylan resulting from the district court's injunction. Thus, we
argued, Mova did not demonstrate the kind of harm that entitled it
to preliminary injunciive zrelief. Mova does not rebut this
argument.

Moreover, preliminary injunctive relief is  intended to

malntain the scatus gueo ante the litigation. Consarc 3

Treasury Department, 71 F.3d 909, 9i2 {D.C. Cir. 1995) f(defining

"status guo ante" to mean "the state of affairs . pricor to the

District Court's order at issue in the appsal"}. Here, because Lhe

injuncrion changed, rather than maintained, the status gqueo ante,

the district courk erred in i=suing a2 preliminary injunction

1 witheout requiring the posting of a bond commensurate wikh Mylan's

potential economic Inms . Sse Opending Br. at 23-24.

2. Muva argues that Lhe public interest is not sexrved by




BB  FOATs interpretEbitn beciuse €hat interpretation "will  reduce

competition in the long run" (Mova Br. at 22}, As demchnstrated

£ —above, 1T 19 MOva's intErpretation that THag The most digastréus

effects on competritcion. Indeed, Mova's jnterprevratiaon had the
potential for delaying entry of a generic micronized glyburide
product until the yedar 2007. Mova atteanpibs to sidestep this point
by citing the fact that it recently won a favorable decision in ils
patenﬁ infringement litigation with Pharmacia & Upjohn Company and
that, as a result, the way iz now cleared for tho markcting of

generic verzione of micronized glyburide. -See Mova Br. at 23 n.ig.

Cliearly, this argument misses the point. The fact that events
turned out well for Mova, and thus the public, does not rebut the
facl thal Mova'sz intefpretation could have had diEastrﬂﬁs results
for the public. FDOA's interpretation, by contrast, avoids such
disastrous cffecta altogether by removing the possibility of delay
more successfully than anmy other interpretation Offered by the drug

company parties, amicus curiae, or the diskrict court.
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A, Parties apd_Amici

Except for Amicus Corfac Teva Pharmaceuticals USA, all pariics,

intervenors and amici sppearing before the district court and in this Court are iisted in the

‘Briefs for the Appeliant, Mylan Pharmaceuticals, Ine.

isclogsure Statem 1 i and Cireuit 6.1
~ Amicus Curiae Teva Pharmaceuticals, USA hereby identifies its following parent
companies, subsidiaries, and effifiates that have issued shares or debt sceuritics to the

public: Teva Pharmacenticals Tndustrics Ltd.

B.  Rulings Under Roview

References to the mlings at issue appear in the Brief for Appellant, Mylan

Pharmaceuticals, Inc.

C.  Relafed Cases
This case has not been on review before this or any other court. On December 2,

1997, the United States District Count for the District of Prerto Rico issued a judgment

for the defendant in Upjohin Co. v, Mova Pharmaceutical Corp,, No. 95-CV-1378

(I2.P.R, Perez-Gimenez, 1), 2 patent infringement case that involves the same innovator

drug patent, and two of the parties, as are involved in these appeals.
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Tewva Phammaccuncals, USA ("Teva®™) respectfully submits this Boel, amicus

curiae, seeking reversal of one aspect of the district court’s preliminary injunction, in

which it ordered that the Food and Diug Administration (FDA) suspend its approval ol

Mylan’s Abbreviated New Drug Application {“ANDA™} for the generic drug micrenized

ettt g e e, - 1
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g]}rbunde Spccll" cally, Ihe court eronepusly {:-rdf:red ﬂ1at the slatutnry bar tn PDA

approval of M:.rlm’s ANDA could only i:-e terrninated 180 days afier a decision of non-

infringement in a patent infringement case pending in the United States District Court for
the District of Puerto Rico between the patent holder Pharmacia & Upjohn Company
(“Upjohn™) and respondent Mava Pharmaceutical Corp. (“Mova”). Teva submits that
this aspeet of the order below is based on an incomplete and erroncous interpretation of
the controlling statwory provisions in 21 U.8.C._ § 355. The defective injunction
threatens to render inoperative important paris of the carefully crafied statutory scheme
for appraval of generic drugs.

The Drug, Price Competition and Paicnt Term Resioration Act of 1984, 'ub. L.
98-417 (*“Waxman-Ilatch™), established a “tlexible schedule of ANDA approval
effectiveness dates™ wirh multiple pathways under which multiple manufacturers way
obtain FDA authorization to begin marketing generic versions of established drugs prior
to the expiration of the patent{s) covering such drugs.—y Sumply stated, Waxman—IHalch
does not contain any automatic “exclusivity™ provision for any generic drug company.

What Waxman-Haich does is put a 180-day hold on (he effective date of FDA approval of

1LR. lep. No. 98-857, Part II; 15 (August 1, 1394) reprinted a1 1984 U.5. Code., Cang. Adm_
News 2686, 2699 (Aug. 1, 1984).

FDA, purporting to acquieses in the Jower court™s injunction until such time as this Courl ruled,
recognized the existence of these alicmative pathways in June 1997, when it determined the date
for first marketing of gencric versions of ranitidine ((he generic name for ZantacH). FDA pranted
the first party to challenge the Zantac® patent the right to 2 180 day delay in approval of the
Abbreviated Now Drug Application of subscquent challengets, but started the 130 day clock on
the date one of the subscquent challengers, Boehsinger Ingelheim, prevailed in a later-filed patent
infringement casc involving the sume product and patent. Ses Granyjtgo v. Shalala, 5:97-CV-1835-
BO{IKDN.C., July 7, 1997) (unpublished order (gee Attachinent A). This FDA decision
spawned the scparate Granutes Bigation invalving the same statutory provision, which is
currently pending before the Fourth Cirewit. Granutec v, Shalala, Mo, 97-1874. Oral argumenl

N was heard on Qetober 1, 1947, but #5 of the dute ol this submission, na decision had been issued.




a Paragraph IV ANDA if a previous Parapraph IV ANDA has been submitted challenging

_ —_— - — —_ - . .

the same patent.

The running of the 180-day hotd may be triggercd by ane of several statgtorily
specified events, including: (1) the previpus paragraph IV applicant’s first marketing of
the drug; (2) a successful defense of a patent infringement action by a “previous
applicant;” (3} a declaratory judgment thal a subseguent applicant’s ANDA does not
infringe ﬂtf: patent; znd (4) a courl ruling in anather patent infringement case that the
patent is invalid. The district cowrt, however, ignored two of those statutory pathways
and thereby entered a rﬁsmdatury ininncticn which ordered FDA {0 cxercise its authority
in a manner that would deny eiher generic drug companies their rights under these
statutory alternatives, either in {his case or in other cases if this order 15 relied upon 25 a
precedent.

The current litigation is an important case that will have broad ranifications in
determining the respective rights of innovator and generic drug companies. The decision
below already has affected the outcome of other court cases and ANDA approval
decisions, multiplying the confusion and uncertainty within both the FDA and industry
conceming the process for generic drup approvals. This confusion was dramatically
underscored by FIJA’s publication: on November 28, 1997 of a Federal Repister notice
announcing that “given the uncertainty created by the conflict among the courts™
regarding the 180-day approval delay provision involved here, the agency was reversing a

recent policy decision and would again apply the regulatian averturned by the court

¥
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"below “until such time as the appellate conrts complete their analysis of the agency’s

i11tf:,1-;:m:t,mi-::-n..“‘]-LIF

Accordingly, Teva submits that the Court should at a minimum find that the

district court’s order is erroncous and contrary to the explicit provisions of Waxman-

Hatch insofar as it fails to recognize the existence of the “flexible schedule™ of alternative

pathways to obtaining I'DA marketing approval and prohibits FDA from making such
approval effective until 180 days after the Puerto Rico patent infringement action is

resoived, without regard to other alternatives.

INTEREST OF AMICUS CURIAE

Teva is primarily engaged in the business of manufacturing and marketing gencric

dnigs. Teva also markets several “innovalor™ drug products under FDA-approved New
Diug Applications (NDAs). Teva dees not market and has no pending application to
market micronized glyburide, the drmg at ssue in this case. However, asa gencoc drug
manufacturer, Teva has a vital interest in the proper inferpretation of the stannory
provision at issue here, which is crucial to the continued viability of the generic
pharmaceutical industry. If the erroneous arder and incomplete reasoning of the distoct
cour? are not corrected on this appeal, an imporiant part of the comprehensive Waxman-

wili be rendercd unworkable, and important pathways 10 the approval of peneric drugs

¥ 62 Fed. Reg. 63,269 (Nov. 28, 1997) (Atnachment B).



will be blocked. This result would harm Teva's commercial interests, frustrate the

Cnngn-:ssiﬂnui purpose, and adw.r;t-'scly affect millions of Americans, es;;aﬁciaiijf the clderly
and the poor, whose health depends on the continued availability of lower priced generic
versions of life-saving drugs.

This Brief Amicus Cuorjae presents a compelling statutory interpretation that has
not heretofore been advocated by any of the parties in this actian, and demonstrates a

critical legal error in the injunction issucd against the FDA by the district court,

SUMMARY OF ARGUMENT

The district cnurt. erred in one aspect of is preliminary injunction by ordering the
I'IYA to suspend its approval of Mylan’s ANIDA until a date that is not carly than 180
days after the date of a decision in litigation in the District Court for the Distri¢l of Puerta
Rico litigatisn holding that Mova's ANDA did not infringe Upjahn’s patent. This aspect
of the destrict court’s order forcclosed aiternative pathways expressly established under
the Waxman-Halch Act {specifically 21 U.S.C. §§ 355 ()){(4¥B)(iii) and {iv}), under
which FDA may grant marketing approval for subsequent Paragraph 1V applicants
ANDAs thraugh mechanisms that would resuit in an eatlier starting date for the 180 day

marketing delay clock than the date upan which a judgment of non-infringement is issoed

.. i Gavor of the “previous applicant”™ in defending 2 patent inlnongement suit. This aspect

of the preliminary injunction should be vacated, and on rernand the district court should

LIRS R N -'ﬁ— Tl TG mweesy) pST




be mstructed that any relief entered should recognize and preserve Lhe availability of all

-----------

stawtory ANDA approval pathways.

L HE MAN-HATCH PATENT CHAL ; VISIONS

Waxman-Hatch implemented 2 carefully balanced legislative compramisc
between the generic and innovator segments of the pharmaceutical industry by which
Conpress sought to reduce the cost of health care by removing regulatory obstacles o the
matrketing of generic versions of drups, while enhancing patent protection for innovators.
This law established the ANDA as an expedited method 1o cbtain FDA approval of
generic versians of drugs whose patent{s) had expired, without requiring the generic
manuiaclurer to incur the delay and expense of eonducting repelitive clinical trials. In
return, the law I;rovided patent holders a regulatory method to extend the patent term of
drugs for which there was undue FDIA delay in approving the N1JA,

Tou funher those goals Congress created a mﬁplex system af checks and balances
to reduce the potential for manipulation of the patent and regulatory processes by patent
holders. A key part of that system is the so-called “Paragraph 1V certification™
miechanism, which is integral to this case.

A generic drug applicant may file a “Tfaragraph JV™ cettification as part of its
version of the drug does not infiinge the patent(s). Sec 21 U.S.C. § 355X 2K AN (vii)(IV}.
[t such a “Paragraph IV ANDA”™ is filed, the applicant must also notify the patent owner

by seoding a “Paragraph 1V naification,” explaining why it believes the patent is invalid
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or waild not be infringed by the sale of the particular generic version at issue. The patent

_— —_— —_— —_——

holder then ]133 45 d-a}r:s it_l Whi.f.:l-'l. it may suc the :;pplicani for;at:e:nt iﬁ}rillgﬂmcnt if it
decides to do so. 21 US.C. § 355()(4)(B)(ii). If such & swit is brought within 45 days,
the statute bars FDA from approving the ANDA for 30 months, or until the litigation is
resolved by a ruling of patent invalidity or noa-infringement, whichever is sooner. Id.
Once this period elapses, or if {as happened to Mylan in this case} the patent holder does
nof sue within 45 days of receiving the Paragraph IV natification, FDA may approve the
ANDA prior to the patent expiration date. Id.

The Paragraph TV system thos encourages direct challenges to weak patents, as
well as efforts fo promote the timely marke.ting of ﬂﬁapuutically equvalent doug
products that do net infringe otherwise valid patents. Thus, a firm that successfulty
invalidates a patent (or creales 2 non-infringing altemative) effectuates an imnportant
statutory gozl by forcing open a previcusly closed market for lower-priced generic

equivalents to a brand name drug.

L]

Waxman-Hatch does not prahibit 2 paleal owner which has nol sued & Paregraph IV challenger
within the 45 day period from later bringing a traditional patent infringement suit apainst the
challenger, based on post-zpproval sale of the dewg, for damages, injunctive relief, and atbormey’'s
tees. See 35 ULS.C. 85 271(a), 281, 282 285 Indeed, the legislative history shows that the
Paragraph [V procedures were specifically crafied with this possibility in wind. See HR. Rep.
Mo, 9B-B57F, Part 11, 10, {Aup. |, 1984) reprinted at 1984 U5, Code. Cong. Adm. Mews 26846,
el
Thus, even though ¥11A may raake approval of an ANDA effective immedialcly if the palent
vwner does not bring an action within 4% days, an apphicant who actually markets its compehing
product wilhout any prior fudicial review of the patent mng a potentiatly enormmous legal risk. As
discussed in more detail below, an AMDA applcant therefaee has sernng incentives 1o bring a
declaratory judgment action challinging the patent, 5o that it may zeek to eliminate any potentizl
patent infringeimeit claims before actual marketing hegins.



Patent litigation is cxpensive, however, and a successful Paragraph IV challenger

usuaily opens the market nat only for itself but also for olher generic cumpetim:rs,?

therehy diluting the potential economic rewards for its foresight and hard wezk. Thus,
Congress provided an additional incentive for gencric manufaciuzers (o use the Paragraph
IV challenge process, by providing a 180-day dclay period applicable against the
.apprnval of subsequent Paragraph IV challengers’ ANDAs. This “previous challenger™
incentive is at the heart of this case.
I THE DISTRICT COURT ERRED IN FORECLOSING

ALTERNATIVE STATUTORY PATHWAYS BY WHICH

ERIC DRIIGS OBTAIN ¥ ROVAL

The Waxman-Halch patent challenge provisians encourage firms to file
Puragraph I_"u" ANDAS challenging the validity or applicability of drup patents by
providing & potenijally valuable reward to the first such challenger for any particular
u:lrl.!.g,"{"r That incentive takes the form of a 180-day mandatory delay of FDA approval of
any subseguen] Paragraph IV ANDA challenging the same innovator drup patent:

(iv} Ifthe [subsequent] application contains a certification

descrbed in subclause (IV) of paragraph (2)(A}vii) and is for a
drug for which a previous application has been submitted under

Whert a patent bas been found invalid, any contpany can obiain FDA approval (o sl the dug a
issue upon proof that jts product is therapeutically squivalent to the innovator drug, However, il a
particular generic version of a dmg has been found nint to inltinge e patent by reason of is
techinical characteristics, it is possible that other generic companivs iy ool be able 1o compete il

* the non-mitinging version of the drug is itsclf pratected Ly patent or is uliwrwise unavailable (o
competitors,

2

The statimte docs noc strictly Hemit this iacentive only o the fust challenger, ban rather applics the
180-day peried 1o all AMDAS filed after a “previous application.” Thus, e statate couid be
applied sequentially such that cach subsequent challenger's approval tinig is governed by the
immediately preceding ANDA.

e ot e —— T ' wlaciea smrmed _R_ R SRS SET S



this sibsection confinuing[” ] such a centification, the application

shall be made cffective not carlier than one hundred and eighty ..
days after -

D the date the Sectetary receives notice from the
applicant under the previous application of the first
commercial markefing of the druag under the previous
application, or

{II) the date of a decisien of a court fn an action

described in clavse (ifi) holding (he patent which is the

subject of the certification Lo be invalid or net infringed,
whichever i3 earlier.

21 LLA.C. § 355 (M4XB)(iv) {emphasis added).

The real issue in this case 1s not who is entitled to the benehits of the statutory

180 -day delay of subsequent Paragraph IV ANDAs, but rather when the 186G day elock

begins (o run pursuani to Subcluuse (IT), in light of ihe #exible schedule of multiple

altemative pathways to FDA marketing approval created by that provision.

A The District Court™s (rder Emoneo usl_i,r Closed Alternative
Pathways to Marketing Approval Estoblished by Subclause 11

Afler Mova filed its ANDA for micronized glyburide and submiced a Paragraph
IV notification, Mylan subscquently filed a Paragruph IV ANDA, and subnutted a
notification to Upjohn, respecting the same drug. Sce Mova v. Shalala, 955 F. Supp. 128,

129{B.D.C. 1997}, Upjohn sued Meva for patent infringemeant m the Pistnict of Pucrto

= Yame caimmentators and practitioners believe the word “comtaining” shonld be sohstituted For
“eomtinning” i this provision.
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Rico bul did not file a similar suit against Mylan. Upon the expiration of 43 days after

Mylan's Paragraph IV notification, FD}A approved Mylan’s ANDA. [d, at 130,
Mova then sued the FDA, claiming that as the first Paragraph IV challenger for
micronized giyburide, it was entitled to have FDA apply Section 353(5)(4)BKiv) in its

favor Lo automatically delay approval of other ANDA applicants for this druy. FDA

defended on the basis of its “successful defense™ regulation, which purports to {imit the

applicability of the statutory approval delay provision to those situations in which the
“applicant submitting the first [Paragraph I'V] application has suecessfully defended
against a sull for patent infringement”™ broughit in response to the Paragraph IV
notification, 21 C.I.R. § 314.107 {c)(1) (emphasis added).

Thus, FIJA explained, because Mova (the previous Paragraph [V applicant} was

still enpaged (2nd hence had not yet “prevailed”) in the Paragraph IV litigation broaght

by UI:rj:t:-hrn;Elr TDA refused ta apply the 180-day statutory delay to the Mylan ANDA.

Rather, FDA made Mylan’s approval effective immediately upon having determined that

Mylan met all other regulatory and scientific approval criteria.
The district court rejectad FDA‘S “successful defense™ regulation as contrary 1o

the statute.?  According to the conrt:

rcturned a special verdict of non-infringernent in favor of Mova.

The “sucecislul defenss™ sequirement had simarly baen rejected by the disteict coart in [onwond
Laborztorics, Inc. ¥. Young, 723 F Supp. 1523 (2.D.C. 1989), vacated a3 moot. Mo, $9-5209

Suhzequent w the districl court’s decision, on December 2, 1997 the jury in the Puerio Rice case

(0D.C. Cir, Mov. 13, 1989). Howaver, during the course of FDAs appeal of the injunction in that

case, 180 days passed without FDA acting to approve any subsequent applicant’s ANDA, Thus
because the plaintiff bad, de facto, reccived the ralief demanded in its comptaint, the district
Foomate cantinued on next page
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[Uhe tanguage of the statute may be complex, and even cumbersome, but it

is plain und ymambigoous I does notinciude a “snccessful defense™

requirement, and indeed it does not even require the institution of patent
litigation. Jt was Mova's first filing of an ANDA for micronized glyburide
under paragvaph TV, and not Upjohn’s infringement suit, that required
FDA to withhold approval from subsequent paragraph IV filers.

Moya, 855 F. Supp. ai 130,

Although the district courl was cormect in overloming FDA's “suceessful defense™

rufe, i erred in formulating the remedy. The Court misinterpreted subclause (I1) as

punnitﬁng approval of a subsequently filed ANDA only 180 days after the date of

Mava’s first marketing or the date that the Puerto Rico court in the Upjohn v, Mova

litigation ruled that the Upjehn patent was invalid or would not be infringed by the Mova

product:

Further Ordered that the Food and Dmg Administration suspend its
approval of Mylan’s ANDA for micronized giyburide unti! a datc that is
not carlier than one hundred cighty days after (i) the date Mova gives
notice to the Secretary of HHS that il has undertaken the first matketing ol

micronized glyburide under its ANDA or (ii) the date of a decision in the
i5iri the 1istriet ico holding that 13.5_ Patent

No. 4,916,163 is tnvalid or not infringed by Mova’'s ANDA, or until
further order of this court.

955 F. Supp. 132 {emphasis added).

Foutnote continued from p}cviuug pape

court's order was vecated as mogt. Mow that Mova has prevailed in its Pucito Rico infringement
case, the Order under review on appea! will bocome tnoot by early June 1997, Teva urges that the
Court rule ou the inenits and not alloawv the uncermainties sumpundisg (his Imporiant statarory
provision to continue (o cvads review, os happened in the wake of the [nwood casc.




This aspect of the order is eronecus becaunse it overlooks the explicit language of

Section 335(1)(4)(BKiv) and eliminales a different statutory pathway by which the 1R0-

day delay clock on approval of a subsequent Paragraph [V ANDA miay be started.

B. Dz [ono licit I.en 2 of Suhc

Section 355() (B 1v)(1I} permits FDA approval of a subsequent ANDA

cifective 180 days after “a decision of a court in an action described in clauze ((i)"-- that
is, 21 UL.S.C. § 355 (Nf4WBY(iii). Importantly, clavse {tii) “describes™ two types of
“actions”, each of which may thggcr the 180-day delay clock -- (1} a patent halder’s
infringement action against an ANTA applicant, and (2} a declaratory judgment action
that may be brought by an ANDA applicant aFainst the patent owner. The disirict court
recornized the first type of action, but completely ignored the existence of the declaratory
judgment action pathway, even though it is contained in the same statutory provision.
This is an important omission that threatens (o upset the careful balancing of rights and
incenlives created by Congress in Waxman-tHatch_

The clause {1ii) declaratory judgment action may only be brought if the patent
owner does not sue a Paragraph IV challenger within 45 days of receiving the Paragraph
IV notification:

(i) H'the applicant made a cerification descrbed in subclause (FV) of

paragraph (2)(A)vii), the approval shall be made effective immediately vnless an

action is brought for infringement of a patent which s the subject of the
certification before the expiration of forty-five days from the date the nolice
provided under paragraph (2)(B)(i) s received. [ such an action is brought befare

the cxpiraton of such days, the approval shall be made effective upon the
oxpiration of the thirty-month period heginning on the date of the receipt of the
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noticé provided wider paragraph (2)(BXi) oc such sharter or longer period as the
court may order becanse either party ta the action failed to reasonably cooperate

i expediting the action. . . .
(D | omitied]
{I) [omitted]

('H)  [omitied]
In such an action, each of the parties shall rcasonably cooperate in expediting the
action Until the expiration of forty-five days fiom the date the notice made under
paragraph (2){B}i} is received, no action, may be brought under section 2201 of
Lide 28, United States Code, for a declamiory judgment with respect to the patent.

_Any action brought ander seciiop 2201 shali be brought in the judicial disteict
where the defendant has its prineipal place of business or a regular and establishad

place ol business.

21 US.LCL§ 355 (4B ¥1ii) (emphasis added).

Thus, the district court’s order failed to recognize that a snbgequent Paragraph IV
anplicant {such as Mylan) who is not sued by the patent owner within 45 days of iis
Paragraph I'V notification may bring its own declaratory judgment action apainst (he
patent owner under ¢lause (it). Under this approach, if the court issues a declaratory
judgment ruling that the patent will not be infringed by the subsequent applicant’s vetsion
of the drug, or that the patent is invalid, then FDA is authorized 1o approve the
subscquent Paragraph 'V ANDA effective 180 days after such a court decision, amnd
without regard to the statizs of any patent infringemenl action between the patent holdetr

and the first ANDA applicant 2V

The declaratory judanieni approach is oz the vnly aliemative pathway o starting the 150-day
clock. For example, under a diffcrent FD2A reguiation, 21 CFR. § 314 9420 12XKi(A)2Y, 2 court
tuling that 4 palent is unenforceable also will allow FDA approval of a Paragraph 'V A MDA prior
10 the patent capiration dale. This regulation bas uo specific countorpart in the statute, but was
Foatnate continied on near page
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The availabilily of a declaratory judgment decision as 2 basis {or approval of

subsequent Paragraph 1V ANDAg is an explicit and integrat paﬁ of Waxman-Haich

Furthermore, the availability of this alternative pathway resolves many of the apparent
problems that Mylan and FDA argued would result from the interpretation ultimately
adopied by the district court. For example, FDA ad Mylan argued that without the
*succeseful defense™ regulation, the entire pateni chalienge system would be rendered
useless, because all subsequent challengers would be held hostage either by the {irst
challenger losing its infringement case brought by the patent owner, or 1 no casce was
brought against the first challenger, by the fizst challenger cheosing not to market its drug
aven with an approved ANDA. Sez 955 F. Supp, at 130-131; 21 U.5.C. § 355
GHAXBXIVI().

The declaratory judgment pathway provides a means for 2 subsequent paragraph
IV applicant 1o avoid either of (hose potential roadblocks to the markeling of is generic
versiott of the drug. By its terms, {_hs statute allows for the possibility thar the “first
applicant™ 1o filc a Paragraph IV ANDA might not ebtain cffective approval uatil well
after & subscqueatly filed Paragraph I'V ANDA, particularly if the later applicant has a

better factus] or legal basts for its Paragraph IV certification and can more guickly

Footnote cantinued from provious page

promulgated in response to a Fedesal Circuit decizion involving the Pargraph 1Y chalienge
proceduees. See Mergk & Co. Joc. v. Danbyry Phammacal, Inc., 873 F.2d 1413 {Fed, Cir, 1989},
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convince a court that its product will not infringe gt that the patent is mvalid.Y This

result is more likely to occur when the subsequent applicant asserts a different factual or
fegal basis in support of its Paragraph IV certification, such 25 a uniquely non-infringing
formulation, of the type Mylan claims with respect to giyburide 12
Mareover, because the statute allows a subsequent Paragraph 1V applicant to gain
| FDA marketing approval effective 180 days affer prevailing in 1fs own declaralory
judgment action, or in its defense of 2 patent owner’s infringement action, “first”
applicants and patent holders cannot effectively delay or manipulate the entry of other
competitors’ producis into the market by such means as contracts amoeng themselves to
delay marketing of the generic drug covered by the first ANDA; filing frivolous
Paragraph TV ANDAzx for the purpose of gaining “first challenger™ status; or refusing 1o
market their diups iT not sued within 45 days by the patent owmner. And, in the event a
legitimate “first”™ applicant loses an infringement case brought by the patent owner, under
the statute subsequent applicants may stil prevail in cases involving the pardenlar
attribules of their praduci, and thereby gain FDA approval prior to patent expiration.
Congress clearly recognized the potenfial abstacles to rapid introduction of

peneric drugs if the first ANDA applicant were given a complete stranglehiold over

" Thelegislative history expressty contemplates that multiple Paragraph [V kawsuils will be

consolidated in a single cour, thes minimizing the risk of inequitable oulcomes duc Lo radoi
[actors such 2% cuurd docke! burdens and the pace of lideation. Sec H.B- Rep. Mo, 98-857, Pait i,
28 {(June 21, 1984) reprinegyf ol 1984 ULS, Code, Corg, Adm. News, 2047, 2661

{her situations in which a subsequent applicang might have g different and bewer basis for ils
Paanrapl 1V certification could include a claim of intervening rights, sge 35 US.C. § 252, o a
valid {bug dispusted} clain of noo-inftingemel by regson of license frone the paten owoer.



subsequent applicants. Congress addressed this problem by allowing subsequent ANDA

app]inénts to file a declaratory judgment action which, if successtu, wuﬁ-[Jd start the 180~
day approval delay clock. The district couri’s order effectively blocked this explicit

statutory pathway. The issue was not addressed by the parties, who were concerned with
their pwn dispute, and not with preserving the overall effectiveness of the Waxman-Hatch

mechanism.
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NCLUSTON

Feva submits that the Court should affirm the prelinminary injunctin.n appealed
from, but that tt should vacate that portion of the injunction ordering FDA 1ot to approve

Mylan’s ANDA until after a favorable decision for Mova in the Puerte Rico litigation,

and that the Court should instruct the district court that any order issued on remand

shanld, consistent with the express language of the statie, recognize and preserve all

pathways to FDA approval of Paragraph TV ANIDYAs providerd by law:,

Respectfully snbmitted,

VENABLE, BAETIER, HOWARD & CIVILETTL LLP
1201 New York Avenue, NLW.

Suite 1000

Washington, DC 20005

(202) 962-4800

John F. Cooney
(Counsel of Recard)

Tames N, Czaban

Geoffiey M. Lovill

Jamuary 5, 1998
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" UNITED STATES DISTRICT COURT EILED
FOR THE DISTRICT OF COLUMELA .

MAR 20 {998

ANDRX PHARMACEUTICALS, INC., "‘”‘”C"ﬁgfﬁgﬁmg%%cm
Plaintifl,
v, Civit Action No. 98-0699 {JGP)

MICHAEL A, FRIEDMAN,
LEAD DEPUTY COMMISSIGONER,
FOOD AND DRUG ADMINISTRATION, of af_,

Defendants,

MEMORANDUM
This matier is before the Court on plainufl Andix Pharmaceuticals’ Motion for a
Temporary Restraining Order.  Plaintifl’ sceks an order divecting the U.S. Food and Drug
Administration ("FDA") 10 withdraw ils approval of the Abbreviated New Drug Application
{"ANDA") sponsored by Mylan Pharmaceuticals thar it granted on March 18, 1998, and 10
prohibit any marketing by Myian of its generic fonuudation of Dulacor HRY un_[il April 8, 19938,
The Court heard oral argument on the motion on March 26, 1998, The :iilfllﬂ day, the Courl
cntered & tempaorary restraining order pending the Courl’s consideratnan of this m-‘:)tiun and to

permit Mylan Pharmaceuticals 1o file papers with Cour,
In determining whether 10 grant emergency mnjuncuve redief, the Courl considers (1) the
movand's fikelihood of succeed on the merits, (2) wihether the movant will suffer irreparable njury

without such reliel, (3% whether the noamoving party or partics will suffer substantial harm, and

{1y where the public imerest fies.  S¢o Washiopton Metrg, Area Transit Comm'n v, Holiday
oion Mel

Tours, 1ac., 559 .74 841 (D.C. Cir. 1977y,



* %¥his case raiscs issues regarding statutory provisions cnacled in 1984 to promote the public
mterest i the avallability of genenc -drugs. Specifically at i1ssuc s whether Andrex is entitled 1o
enjoy a 180-day period of market exclusivity for its genenic version of a drug, or whether I'DA
properly permitied another company, Mylan Pharmaceuticals, o markei its generic version of
the same drug prior 10 the running of 180 days.

1n fate 1995, Andrx Pharmaceuticals (" Andrx®) submitied an ANDA 1o FDA seeking to
market its generic formulation of the cardiac drug Ditacor XR® {"Dilacor™}, which 1s patented by
Jagolce AG. Pursuant 0 21 U.S.C. § 3552 ANVIIVY, Andrx certified that Jagotec AG's
patent is either invalid or would nel be infringed by the manufaciare, use, or sale of Andrx's
generic version.  According Lo the s@atuory scheme, Andrx motified Japolee {and Dilacor's
manufacturer) of its ANDA filing, and was subsequently sued for patent infringement.  The patent

iafringement suit stayed I'DA's consideration and approval of Andrx's ANDA. See 21 U.5.C,

§ 355()MBHtT). Ondanuary 10, 1997, the partics seitled the patent infringement case, and on

—_—
o

Ociober 10, 1997 FIDA approved Andrx’s ANDA.

During this time, Mylan Pharmaceuticals ("Mylan") also submitied an ANDA sceking to
market its own generic version of Dilacor. On March 18, 1998, the FDA approved Mylan's
ANDA. Andrx maintains that FDA violated 21 U.S.C. § 333(D(4}B)(iv)' by approving Mylan's
ANDA_ That prﬂvéxif}n reads as Tollows:

It the application containg a cerlification desciibed in subclause (1V) ol paragraph
(2HANvii) and is lor a doug for which a previous application has been submitted under this
subscetion continuing such a certification, the applhication shall be made effective not

—_— m———

' The Court notes that the sixtule has recently been amended. so that the section referred
o herein as 3350XAHD Y now appears at 3535 B).
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" arlier than eue Lundred and eighty days afler —

{I} the date the Secretary receives notice from the applicant under the previous applicition

of the first commercial marketing of the drug under the previous application, or

(IT} the daie of 3 decision of 2 court in an aclien deseribed in clause (i) holding the patent

which is the subject of the certificalion to be invalid or not infninped, whichever 1s earlier.
Andrx argues that this provision prohibits FDA from approving Mylan's ANTXA within 180 days
of either (1Y Andrx's initiat markeling of its generic drug, or (2 a court decision holding the
Dilacor palent invalid or not infringed.  As there bas been ne courl order holding the Dilacor
patent invalid or not infringed, Andrx maintains that FIXA cannot approve Myian's ANDA untl
180 days fram when Andrx bepan markeling its peneric version of Dilacor, or April §, 1998,

FDA responds (hat it approved Mylan's ANDA pursuant (o a regulation issued by FDA
to ynplement the statulory provisions al issue. The specific regulation at issues is 21 C.F.R. §
314, 107(c¥ 1), which conditions the 180-day penod of exclusivity on the requirement that * the
applicant submitting the first apphication has successfully delended apuinsl a sint for patent
infringemenr . . . ™ Thus, under FDA's regulalion, In order 10 receive the 180-day period of
exclusivity, an ANDA applicant must (1) be the first to Aile a paragraph IV certification, (2} be
sued, and (3} successfully defend the patent infringement suil, Pursuant o this regulation, Andrx
is not entitled to the 180-day period of exclusivily, and thus the approval of Mylan's ANIYA was
permissible, because Andrx has not "successhully defended” a patent infringement suit. Rather,

Andrx settled 1he patent infringement suit and that sediement did oot include a finding that the

patent was invalid or not infiinged.’

P FDA states that a settlement of a patent suit nay qualily as a "successtul defense” when
entry of the final judgment ingludes a fmding that the patent is invalid or not infringed.
Government Opposition a1 7n
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- FDA maintains that the statute 15 ambiguous and that 1ts inlerpretalion 15 due deference
because it is reasonable and consistant with the purposes of the statwe.  FDA argues that "the
statute does ool :«;p-er,;iﬁcally address whether the exclusivity period prohibits FIYA's approval of
other paragraph [V ANDA zpplicants if the first filer is sued for patent infringement and oses,
settles, or if it is not sued at all,” and that "[t]hus, FIYA was required to fill the gap . . . ." The
Courl does not agres,

The slatute provides two alternative triggering dates for the running of the 180-day perod:
(1} the initial marketing of the prior ANDA applicant’s geneng drug, or {2) a couri finding that
the patent is not valid or not infrinped. The later altemative clearly requires the filing of a patent
suit against the initial gencric manulacturer.” The Tormer does not. FDA's argument that the
statue does not speak to whether the 180 days should run il the first ANDMA applicant is never
sued, is sued and setles, or is sued and 1oses, is not persuasive. The stalue is clear, in those
circumstancas, the 18{0-day perind begins 10 run {romm the imitial marketing of the drug. There s
simply 1o requitement in the statute that the first ANDA applicant must be sucd. Because the
stalute is clear, there is no need 10 defer to FDA's regulatory inlerpretabion under Chieyron
L5 A, Inc. v, Matural Resources Defentse Council, Inc,, 467 0.5, 837, 842-43, 104 §. C1.
2778, 2781-82 (1984) (requiring deference to an agency intcrpretation if Congress has not
“directty spoken o the precise guestion at issuc” and af the agency interprelation 1s reasonable).

Two oiher judees of thas Court have held against FDA on 1ins precise issue, holding that

the sianie is nol ambiguous. 0 Mova Phamacegtical Comp, v, Shalala, 955 F. Supp. 128

* In fact, by its tenms the second alternative requires a suint for patent infringement
pursaant {o section 355004 BYn).
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(I*.T2.C. Jan, 23, 1997}, appeal pend'p, Nos. 97-5082, 97-5111, Judge Robertson, discussing the
provision at issue here, held that Chevron deference was not required because “thie slatute is
ncither 'silent [n}or ambiguous.”™ Jd. at 130 {alteration in original). The court lTurther held that
“It]ke language of the statutc may be complex, and even cumbersome, but it is plain and
unambiguous. Tt does not include a "suceesshul defense' requirement, and indeed it does not even
require .[hf: institution of patent litigation.” 1d.; see also Inwood L aboratornies. Tnc. v. Young, 723
F., Supp. 1523, 1526 (D.D.C. 1989 (*Section 355(114)B){iv) explicily provides that a primary
generic manufacwurer may qualily for the 180 day exclusivily in ong of two ways--by compliance
with subpart [ or by comphiance with subpart 11, . . . The two aliernalives are clear, and they
establish a complete and workable siatitory scheme. . © . There is no ambiguity in the provisions
ol subpart ¥ that requires the Court or permits the FBA o read into il 2 requirement of a lawsuil
whach 1s simply not there, ™), vacated as moot, 43 [-.3d 712 {D.C. Cir. 1989,

The parties have pravided the Court with an order entered by the District Court tor the
Eastern District of Norh Carolina which purporiedly holds contrary w the courns in this district.
ot Gramgtes, Ing, v, Shalala, Mo, 97-cv- 485, (Oeder daed July 3, 1997). The cowrt in that case
determingd that pursuant (o115 repulahon, FDA was required o approve an ANDA toa scpnnd
applicant because the first applicant had nol "successfilly defended™ a patent suit, [d, at 3. In
Granuieg, however, the court did not address the conflict between the statute and the regulation,

It is apparent to the Coun thae both FOA and the mtervenor seem concerned not s0 mnuch
about ambiguity as about what it considers unfavorabic results of applying the clear statutory
language. These potential scenarios do trouble the Court,  However the Court alse notes that
perverse tesulls could oblain frome permatting FDA to follow its regulabion. For example, the

o



¢ ®

circumistances presented to the court in Mava were that the first ANDA applicant was tied up in
jatent litigation and had never gone to market, thus had had no bencfit of the lﬁﬂda}r periad of
exclusivity, at the time FDA approved the second ANDA. This oo is a result seemingly
inconsistent with a stalutory provision intended 1o reward ibe first ANDA applicant for risks
associated with being the lirst genenc drug to seek FDA approval. Other, stmilarly troublesome,
sifuations may also result. Sce llel&ld 723 F. Supp. at 1526-27 (discessing possible outcomes
ol applying FDA regulation).”

Tn dight of these facts, the Court finds that Andrx has demonstrated a strong likelihood of
success on the merits,

The Court further finds that Andre would be harmed by not receiving (he full benefit af
the 180-day period of markel exclusivity to which ivis enaed.  Although the period of tme at
issue 18 rather short, all parties apree that the industry in which Andyx compeles is exceedingly
competitive and that each day on the market is worth a large amount of money, Moregver, what
is at issue is not simply money, but market share. The Court further notes that where, as here,
the hkelithood of suceess on the menits is strong, a 1esser showing of irreparabie injury is required
o obtain relicl. Sew.c.g., Mova, 955 F. Supp. at 131 ¢citing Cueme v, United States Muclgar
Begulatory Comm'n, 772 +-.2d 972, 94 {D.C_ Cir. 1985} (per curiam)},

The intervenar viporously argues that it wall be substantially harmed by the entry of an

' In Inwood, the count noted, for instance, that "{u]nder the FOYA's interpretation, if the
patent hodder choases (o suee anly the second, the third, or the [fib applicant, the rather biarre
vesult wall be that no anes entided to exclusiviey. ™ 723 F. Supp. at 1526, The cowt fuither
noted that "[H]y sulyecting the exclusivity entitlement to the caprices of the patent holder, the
FIXA's interpretation woull seem (o alfect adversely the incentives that Congress sought Lo ereate
in providing for 180 days of exclusivity for the masufacturers of generic drugs ® Id. at 1527

&



e o

order ‘prohibiting them frum marketing thewr prodoct until April 8, 1998, Specifically, Mylan
argues that it stands 10 lose $1.6 million and will sulfer harm 1o its reputalion because it will have
to renege on promises o ship erders "ir_n mﬁdialei}r". Mylan's Opposition at 18-11. However,
because the Coun hias found that it is likely that Mylan’s ANDA should not have been granted
until April 8, the "harm” ta which Mylan refers amounts primanily 1o losing what it should never
have had — Lhe opporlunity 10 markel and sell its product from March 18 to April 8. Although
there may be other harm to Mylan—such as delayed shipment of orders already placed--the Court
findx that the balance of the factors weigh in favor of granting a 1emporary restraining order.

Finally, the Court finds that the public imerest in 1he faithful application of the statuie
outweighs the public interest 10 making Mylan's genenic drug available mne days carbier.

For the {oregoing reasons, the Court will enter an appropriate order directiag Mylan to
cease the markeling, sale, and distribution of its generic version of Dilacor enti! April 8, 1998,
Although Andrx requesied an order directing the FDA o withdraw i1s approval of Mylan's
ANDA, the Court finds thal such an order could caompound the hann 1o Mylan by calling into
question the action atready taken by Mylan in reliance on FDAs action. Thus, and since Mylan
5 now & party to this action, the Court will address its arder directly o Mylan.,

The Court wilt 2lso order thal Andrx post 4 bond in the amount of $500,(00.

L
| e
l‘]me:m 30 ]998 L ?é{,’szﬂf_@_aff’j )
LTI RO JOHN CARRETT PENN

United States Distict Judge
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UNITED STATES DISTRICT COURT FIL_ED
FOR THE DISTRICT OF COLUMBIA

MAR 30 1993
ANDRX PHARMACEUTICALS, INC., Y S reeTTUTON,Ctiepk
Plaintilt,
v, Civil Action No. 98-0099 (JGP)

MICHAEL A. FRIEDMAN,
LEAD DEPUTY COMMISSIONER,
FOOD AND DRUG ADMINISTRATION, ef af.,

Defendants.

ORDER

This walter s hefore the Court on plaintiff Andrx Pharmaceuticals® Motion for a
Temparary Restraining Order. For the reasons set forth in the accompanying memorandum,
il 1% hereby

GRDERED that plaintiif's Motion for a Temporary Restraining Qeder is granted, and
it is Turther

ORDERED that Imervenar Mylan Pharmaceaticals cease (he marketing, sale, and
distribution of its peneric version of Dilacor XB? until April 8, 1998, and 11 is further

ORDERED that Andrx Pharmaceuticals must post 2 bond in the mmount of $500,000.

Date: MAR 301898 o fmw/
SR O g ; FOHN GARRETT PENN
s UThnited Siates District Judge

) | £
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FDA Week : -

an exclusive weekly report ol Food and Drog Administrador policy, regulation and enforcement

Val. 7, Mo. 21 — May 25, 2001

CUSTOMS ASKS FDA TO PRE-APPROVE PURCHASES OF FOREIGN DRUGS

The 1.8 Customs Service has recommended FDA pre-appeave U5, citizens' purchases of £ drug imported
from a foreign couniry via mait, or install a digital monitoring program in foreign mail facilities st FOAs expense
o cut back on the importation of ilticii pharmaceuticals. Customs is also asking for FDA to provide more detailed
guidanee regarding what pharmaceuticals should be kept from eneering the United States. FDA's dinug personal use
exemption palicy has posed a major headache for an “overwhelmed” Customs — which at one poimt last year was
50 fed up with the huge influx of pharmaceuticals that it threatened 10 dump all pharmacsutical parcels at focal
FDA offices.

Under the Food, Drug and Cosmetic Act, it is currently illegal for partics other than manulaciurers 10 import

continued an page &

In effort to protect popultation from vCJD
FDA LIKELY TC MOVE TOWARD STRICTER BLOOD DONOR DEFERRAL POLICY

Om (e heels of a major American Red Cross annguncement that stacting io mid-September i will refuse bleod
donations from persons whe lived in Europe for six moaths since 1980, FDXA is considering recommending similar
restriclions to protect against the theorstical dsk of spraading new variant Crevrefeldi-Jakob Discase (vCIDY, an
informed source says. The likelibood of en FDA guidance dosument is prompting concerns amang other blood
bagking groups that such resmictions could lead to a 10 parcent decreass in an already scaree blood supply.

FDA's biclagics center chief Rathryn Zeon recenily met with officials from the American Red Cross to
diseuss deferral issucs, but at press time the agency had not yet responded to FOd Week inguiries as to the out-

cantinued on page §

USP TACKLES ANCILLARY PRODUCT ISSUES AS FDA STRUGGLES TO REGULATE

The United States Pharmacopeia {IFSP) is attempting (o tackle the ricky task of sctling quality standards for
ancitlary products at a time when FDA i5 smugpling with how 1o regulaie in the arez. First, USP hopes to edd general
chapters on ancillary produsts to jts compendium, according ta a USF source, and then the organization wil} mave anlo
producing ancillary product manographs — which are basically resipes with quality standards.

Ancitlary praduets are compaonents used during manufactuning that should not be present in the final product.
FD& {5 cumrently strugeling with which center — biologics or devices — should take the lead in the review and
approval of various categories of these products (sec FDA Week, Feb. 16, pl). FDA is alzo on diffieuli footing in
regulating thete products as, by definition, they are not peesent in the end result of the manufacured product.

continued on page [

0id labeling may not be appropriate, but new labeling pratected
FOA GENERIC ORUG OFFICE GRAPPLES WITH PEDIATRIC LABELING ISSUE

FI}A™s generic drug office is trying to come (o grips with pediatric labeling resulting from studies conducted
under the FDA Modermization Act (FDDAMA) pediatric exclusivity provizion that rewards hrand-rame drug
companies with an additiona! six months of patent life In exchange for performing pediziric studies. The existing
labeing may not be appropriate for generic versions of drups, but generic drug companies ane hlacked from using
the new labeling because such labeliog, is pratected by three years of exclusivity under the Hatch- Waxman
atnerdiments.

Gary Buchler, acting director of the Office of Generic Dugs, discussed the jssue a1 this wesk's FDA/Generic
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No langer automatically putinto {he queue
OGD MAY REFUSE TO FILE NEW STRENGTH AMENDMENTS, ANDA SUPPLEMENTS

In what gne drug indusory source calls a major development and grounds foc legal debate, FDA's Office of
Generic Drugs (OGD) plans to require suppiements and amendments 10 abbreviated new drug applications
{ANTrAS) for new strengths to meet the same filing requirements as original ANDAs. Until now ANDA amend-
ments and supplements for new streagths have been allowed to evade the preliminary review OGD"s Review
Support Branch performs before deciding whether to file an ANDA. Bur this will no longer be the case, &5 the

- branch will review and potentially refuse to receive shoddy or complete amendments and supplements for pew
szengths, an OGD official said this wesk.

Al ipdustry sotrve characterizes OGD's plan to start reviewing amendments and supplements seeking a new
strength as “a big deal.”™ The source warns that the agency is on shaky legal grouad, and could be chalikenged in
court i it actuzally decides to refuse to receive in amendmeant or 2 supplement for a new strength, as there is no
regulatary provision for conductng such a preliminary review an amendmants and supplemenes

Gregory Davis, branch chief of the Review Support Branch under OGD's Divisior of Labeling and Program
Support, spoke of the branch's decision to require such preliminary reviews at this week’s FDA/Generic Pharma-
ceutical Assaciation (GPRA) workshop concorning regulatory issues on generic pharmaceuticals.

Uader the regulatory scheme established for peneric drags, an application must contain suffleient information 10
allow OGD to conduct & review in an efficient and timely manner. Upon receipt of the applicarion, a smoject
manager within the Regulawery Support Branch performs a pre-filing assessment of the ANDA s completenass and
accoptability. _

if this initial revicw shows that the application contains all the necessary componenis, an acknowlsdgment lcter
is scot to the applicant with confirmation of the filng date, Bat if the application is missing one or marc casential
comiponents, FDA will send & refiase to file letter to the sponsor. The letter outlines what is missing from the applicaton
and informs the spansar that the ANDA will not be filad until the application is complets. Review of that application will
be put o hold unti] the applicant provides the requested data and FDA signs off on the application,

Davis explained that the ageney has had a problem recently with new strengths, Unlike ongimal ANDAS,
amendmenrs and supplements do ot have to undergo an initial review. Mew soengths are efigible for 180-day
exclusivity. In order to racaive 180-d1y exclusivity the sponsor bas ta be the first o file. In the race ta receive 150
day exclusivity, epplicants anxious to receive exchisivity for a new srength have been sebmining the new strangth
&% an anendment of supplament to m ANDA instead of 25 pant of an original ANDA, thereby avoiding the nitial
review, Applicants have been sending in shaddy and incomplete supplements and amendments that would nat have
bezn received if they had hesn submitted as original ANDAs, Davis complained.

Davis intencls to put a stop to this practice. The Regulatory Support Branch will perform preliminary reviews of
211 ew sirengths, and any deficiencizs in 2n amendment ar supplement for 2 new sirength willi result in a wlephone
cal! or 2 rafusal {0 receive. Davis also announced thar rew srength amendments require & now patent certification
and new notification 1o the brand-name company.

COnfier refuse to receive issucs, acoonding to Davis, include problems with inactive mgredicnts, failed
bicequivalence studics where the cover letters to the applications actually state that the bioequivalence siudy failed,
sterility assurance and filter validation, no dissolution data, problems with Drug Master File zutharization and
stability with less than four accclerated data poiats. '

FDA PUTS FINAL 180-DAY GENERIC DRUG EXCLUSIVITY RULE ONK HOLD

FDA announced this wesk that the agency & patting publicaiion of its final ruls on generic drug 180-day
exclustvity on held in light of recent court cases and the reinroduction of the Greater Access 9 Affordable Phanna-
ceuticals (GAAP) Act, which would reform the Hatch-Waxman amendments in ezder 1o cut down on anti-competi-
tive practices engaged in by brand-name drrg companics w keep generic diugs off the market.

Gregg Davis, branch chief of the Review Suppori Branch, Divisionwsl Labeling and Program Suppert at the
Office of Generic Drugs, infarmed this week's FDANGereric Phamaceatical Associztion {GPhA} warkshap
regarding regulatory issues on generic pharmaceuticals that the final rule is on hold due to recent court cases and the
recent reinmoduction of GAAP, Thers is no time fcame at present for issuing the rule, asserted Davis.

The final ruls will amend regulations governing 120-day generic drug exclusivity to clarify existing eligibility
requircments and conditions for abbreviated new drug application spansers, will modify current eligibility require-
ments and impose oew <l igibility conditions. The revisions are the result of recent court decisions including Aouwa
Pharmaceurical v. Shalata, which struck down the agency's “successiul defense™ provisians under which 2 generic
applicast bad to be sued by the ipnovator 2nd successfully argus the case in order 16 receive the exclusiviey.

An industry source is not surprised that the fnal ruls is on hold, a3 there are a number of developments
that direct!y bear on the agency™s interpretation of the stamic, including recent court rulings on buspirone and
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aifedipine. In Mylan Fharmacedticals v. Tommy Thampsan, Judge Fredoick Stamp of the U5, Distict Court
§or the Northern Distmict of West Virginia denied Mylan’s mation for a preliminary injunction and tcmporary
restraining order againss the 3gency’s Feb. 6, 200 decision granting Teva Pharmaceaticals USA's citizen
petition that aliowed & Biovail version of Procardia 10 come to market. Teva is the marketing ame for Biovail.
Mylan is appealing the decision (see FDA Week, Aptil 27, p6). Alsc pending is Bristol-Myers Squibb’s appeal
of 2 court Tuling forcing it to delist its late-developed patent for a metaholite of buspirone from the Orange
Book.

* There are also legislative develapments waiting in the wings. At the beginning of this month Sens. Charles
Schumer {3-NY) and John McCamn (R-AZ) reintroduced 2 twealted version of GAAF. The reviged version would
strike the J0-month stay during whick FDA cannot approve ag abbrevisted new drug appiieation (ANDA); beef up
rolling 180-day exclusivity; specify thar generics have the right ta seck declaratery judgment against the brand-
nane campany; and would restore part of Afoua by requiring generics to be involved in-fitigation with the innovator
company (see FOA Feek, May 4, p3). :

FDA EYES DIGITAL CAMERA FOR DRUG IMPORTS . .. heginse on page one

FDA-appraved drugs. But FDA has long had a personal use sxempdon policy that was originally designed to let
patients access life-saving therapies af a ime when the United States was often not the first country 1o 2pprove a
drug — and FDA has apeed to use jts enforcement discretion in deciding what imports fall under the sxemption.

The regulation of prescriprion phannaceuticals coming in via mail is an area where neither FDA nor Castoms
wants respansibility. FDA’s buman resources and funding resources are stretched thin, end Customs argues that it
has neither the expertise nor the autharity to determine what preacription phannaceuticals should be allowed inte
1.5, comunerce.

The issue has been heating up in preparation for an upcoming House Energy and Commerce oversight and
investigations subcommittes hearing on drug impodts, originally scheduled for May 24. The hearing has been
postponcd ta make way for the committes's deliberations on President Bush's energy propasal, but will be held on
Tunie 7. At the hearing, the [Jouse subsommitiee is cxpected to press FDA on what it is doing to address the massive
influx of pharmaceuticals that come into the United States.

Benjamin England, regulatory counsel to the associate commissioncr for regulatory sffairs at FDA’s Office of
Regulatory Affairs, told attendees of this week's FDA/Generic Pharmacentral Association {(3PhAY workshap
regarding regulatory issues on generic pharmacenticais that Customs recently sent letters to FDA asking it to clarify
its personal use exempticn policy.

Engiand announced that FDA is floating proposals on beer ways 10 bandle the personal use exempion, and is
eying both drugs that zre physically brought in by individuals traveling across the berder as well a5 those that enter
the country via mail order. FDA, said England, is considering trying to educare Consumers ahout che poreotial risic of
buying drugs cutsige the United States. FDA Is also considering increasing the enforcement of mail imponation,
tnzintained England.

Custouts wrote the agency 3 series of letters asking for clacification an bow to implément the ageacy's
personai use exemption palicy. A Customs source says the letiers were searching for specific guidance on what to
hatd and what not 10 hold 1t the border. FDA has cssearally taken the stance that decisions should be made on a
case-by-case basis, says the Customs source. But Custams has ncither the suthoriy nor the sxpertize 10 indapen-
dently determine which prescription pharmaceuticat products shouid be allowed in the country, mamtains the
source, unless they pase 3 Customs violation ar a violation of Drug Enforcement Agency laws, For instance if a
package is labeled as clothing but an x-ray reveals the package acwally containg pharmaceuticals, Customs will hold
the package. But atherwiss Customs is ill-cquipped to make these decisions, and FDA personmel do nat wark full
time at the mail facilities

Custams is looking for specific criteria that will narrow the universe of what Customs could accept. For
example, the agency might go back to the original intent of the exemptian and demand that anly drugs enapproved
in the United States be penniited. FRA could compile e list of dmgs approved in the United Stares, and Custams
would be ablc to refer to that list. '

Customs Commissioner Ravmond Kelly seat a Jan, §, 2000 letter to former FDA Conmumissioner Jane Henney
asking for puidancs as to what packages containing pharmaceuticals it should hold and what it conld release,
Customs urged the agency to pravide “written national standards” it could use to identify pharmaceutical peaducts
subject to FDA revicw, according to an informed source.

In a Feb, 18 response, says the source, Henney responded that FDA would be more than happy to meet with
Custors to discuss the issues raised in the letter. In an Aug. 1, 2000 meeting FDA and Cusioms met and decided fo
canvene a joint CustornsFDA task farce to establish 2 pilot program geared at determining the extent of the '



